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CALCULATION OF REGISTRATION FEE

Proposed maximum

aggregate offering Amount of
Title of each class of securities to be registered price® registration fee(D®)
Common Stock, $0.001 par value(2)(3) $ 17,250,000 $ 1,999.28
Common Stock Purchase Warrants(4) $ 11,500 $ 1.34
Shares of Common Stock, $0.001 par value per share, underlying
Common Stock Purchase Warrants(2)(3)(7) $ 10,781,250 $ 1,249.55
Representative’s Warrants(5) — —
Shares of Common Stock underlying Representative’s
Warrants(2)(3)(6) $ 375,000 $ 43.47
Total $ 28,417,750 $ 3,293.64

(1)  Estimated solely for purposes of calculating the registration fee according to Rule 457(0) under the Securities
Act of 1933, as amended (the “Securities Act”).

(2)  Includes shares of common stock the underwriters have the option to purchase to cover over-allotments, if any.
This registration statement also covers the preferred stock purchase rights issuable in accordance with the Rights
Agreement, dated June 22, 2007, between the Registrant and American Stock Transfer & Trust Company, as Rights
Agent, which are presently attached to and trade with the Registrant’s common stock.

(3)  Pursuant to Rule 416, the securities being registered hereunder include such indeterminate number of additional
securities as may be issued after the date hereof as a result of stock splits, stock dividends or similar transactions.

(4)  Estimated solely for purpose of calculating the registration fee pursuant to Rule 457(i) under the Securities Act.
(5) No fee pursuant to Rule 457(g) under the Securities Act.

(6)  Estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(g) under the Securities
Act. The representative’s warrants are exercisable at a per share exercise price equal to 125% of the public offering
price per share. As estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(g) under
the Securities Act, the proposed maximum aggregate offering price of the shares of common stock underlying the
representative’s warrants is $375,000, which is equal to 125% of $300,000 (2% of $15,000,000).

(7)  There will be issued a warrant to purchase one share of common stock for every two shares offered. The
warrants are exercisable at a per share price equal to [125%] of the common stock public offering price.

The Registrant hereby amends this Registration Statement on such date or dates as may be necessary to delay its
effective date until the Registrant shall file a further amendment which specifically states that this Registration
Statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act or until the
Registration Statement shall become effective on such date as the Commission, acting pursuant to Section 8(a), may
determine.
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The information in this preliminary prospectus is not complete and may be changed. We may not sell these securities
until the Registration Statement filed with the Securities and Exchange Commission is effective. This preliminary
prospectus is not an offer to sell these securities and it is not soliciting an offer to buy these securities in any
jurisdiction where the offer or sale is not permitted.

PRELIMINARY PROSPECTUS SUBJECT TO COMPLETION DATED October 7, 2016
Shares of Common Stock

Warrants to Purchase up to Shares of Common Stock

We are offering shares of our common stock and warrants to purchase up to an aggregate of shares of our
common stock pursuant to this prospectus (and the shares of our common stock that are issuable from time to time

upon exercise of the warrants). The warrants will have a per share exercise price of $ [[125%] of the public offering
price of the common stock]. Each warrant will have the right to purchase one-half of one share of our common stock.
The shares of our common stock and the warrants will be separately issued. The warrants are exercisable immediately
and will expire [five] years from the date of issuance. On October 7, 2016, we effected a one-for-ten reverse stock

split of our issued and outstanding common stock.

Our common stock is quoted on the OTCQB market under the symbol “SNGX.” We have applied to list our common
stock on The NASDAQ Capital Market under the symbol “SNGX.” No assurance can be given that our application will
be approved. On October 6, 2016, the last quoted sale price for our common stock on the OTCQB was $7.50 per

share, adjusted for the one-for-ten reverse stock split we effected on October 7, 2016.

Our business and an investment in our securities involves a high degree of risk. See “Risk Factors” beginning on page 8
of this prospectus for a discussion of information that you should consider before investing in our securities.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of
these securities or determined if this prospectus is truthful or complete. Any representation to the contrary is a
criminal offense.

Per Share Per Warrant Total
Public offering price $ $ $
Discounts and commissions to underwriters(1) $ $ $
Offering proceeds to us, before expenses $ $ $

(1)  The underwriters will receive compensation in addition to the underwriting discount. See “Underwriting”
beginning on page 77 of this prospectus for a description of compensation payable to the underwriters.

We have granted a 45-day option to the representative of the underwriters to purchase up to additional shares of
common stock and/or warrants from us solely to cover over-allotments, if any.

The underwriters expect to deliver the shares and warrants against payment therefor on or about , 2016.
Lead Book-Running Manager

Aegis Capital Corp



Edgar Filing: SOLIGENIX, INC. - Form S-1
Co-Manager

Maxim Group LLC

,2016
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You should rely only on the information contained in this prospectus or in any free writing prospectus that we may
specifically authorize to be delivered or made available to you. We have not, and the underwriters have not,
authorized anyone to provide you with any information other than that contained in this prospectus or in any free
writing prospectus we may authorize to be delivered or made available to you. We take no responsibility for, and can
provide no assurance as to the reliability of, any other information that others may give you. This prospectus may only
be used where it is legal to offer and sell our securities. The information in this prospectus is accurate only as of the
date of this prospectus, regardless of the time of delivery of this prospectus or any sale of our securities. Our business,
financial condition, results of operations and prospects may have changed since that date. We are not, and the
underwriters are not, making an offer of these securities in any jurisdiction where the offer is not permitted.

For investors outside the United States: We have not and the underwriters have not done anything that would permit
this offering or possession or distribution of this prospectus in any jurisdiction where action for that purpose is
required, other than in the United States. Persons outside the United States who come into possession of this
prospectus must inform themselves about, and observe any restrictions relating to, the offering of the securities and
the distribution of this prospectus outside the United States.
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus. This summary does not contain all of the
information you should consider before investing in our securities. You should read this entire prospectus carefully,
especially the “Risk Factors” section of this prospectus and the financial statements and related notes appearing at the
end of this prospectus before making an investment decision. References in this prospectus to “we,” “us,” “our,” and
“Soligenix” refer to Soligenix, Inc. You should read both this prospectus together with additional information described

below under the heading “Where You Can Find More Information.”
Business Overview

We are a late-stage biopharmaceutical company focused on developing and commercializing products to treat rare
diseases where there is an unmet medical need. We maintain two active business segments: BioTherapeutics and
Vaccines/BioDefense.

Our BioTherapeutics business segment is developing a novel photodynamic therapy (SGX301) utilizing topical
synthetic hypericin activated with safe visible light for the treatment of cutaneous T-cell lymphoma (“CTCL”), our
first-in-class innate defense regulator technology, dusquetide (SGX942) for the treatment of oral mucositis in head
and neck cancer, and proprietary formulations of oral beclomethasone 17,21-dipropionate (“BDP”) for the
prevention/treatment of gastrointestinal (“GI”") disorders characterized by severe inflammation, including pediatric
Crohn’s disease (SGX203) and acute radiation enteritis (SGX201).

Our Vaccines/BioDefense business segment includes active development programs for RiVax™, our ricin toxin vaccine
candidate, OrbeShield®, our GI acute radiation syndrome (“GI ARS”) therapeutic candidate and SGX943, our
melioidosis therapeutic candidate. The development of our vaccine programs currently is supported by our heat
stabilization technology, known as ThermoVax®, under existing and on-going government contract funding. With the
government contract from the National Institute of Allergy and Infectious Diseases (“NIAID”), we will attempt to
advance the development of RiVax™ to protect against exposure to ricin toxin. We plan to use the funds received under
our awarded government contracts with the Biomedical Advanced Research and Development Authority (“BARDA”)
and grants from NIAID to advance the development of OrbeShield® for the treatment of GI ARS.

An outline for our business strategy follows:

. Complete enrollment and report preliminary results in our pivotal Phase 3 clinical trial of SGX301 for the
treatment of CTCL;

. Continue to collect the long-term follow-up safety data from the SGX942 Phase 2 proof-of-concept study for the
treatment of oral mucositis in head and neck cancer patients and publish the findings from this study;

. Obtain agreement from the United States Food and Drug Administration (the “FDA”) on a pivotal Phase 2b/3
protocol of SGX942 for the treatment of oral mucositis in head and neck cancer patients;

. Initiate a pivotal Phase 3 clinical trial of SGX203 for the treatment of pediatric Crohn’s disease;

. Continue development of RiVax™ in combination with our ThermoVax® technology to develop new heat stable
vaccines in biodefense with NIAID funding support;

. Advance the preclinical and manufacturing development of OrbeShield® as a biodefense medical
countermeasure for the treatment of GI ARS under the BARDA contract and with NIAID funding support;
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. Continue to apply for and secure additional government funding for each of our BioTherapeutics and
Vaccines/BioDefense programs through grants, contracts and/or procurements;

. Pursue business development opportunities for our pipeline programs, as well as explore merger/acquisition
strategies; and

. Acquire or in-license new clinical-stage compounds for development.

10
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Product Candidates in Development
The following tables summarize our product candidates under development:

BioTherapeutic Product Candidates
Soligenix Product

Candidate Therapeutic Indication Stage of Development
SGX301 Cutaneous T-Cell Phase 2 trial completed; demonstrated
Lymphoma significantly higher response rate

compared to placebo; Phase 3 clinical
trial initiated in the second half of 2015,
with data expected in the second half of

2017
SGX942 Oral Mucositis in Head Phase 2 trial initiated in the second half
and Neck Cancer of 2013, with positive preliminary results

reported in the second half of 2015 and
long-term data expected in the second
half of 2016; seek to obtain FDA
agreement on the Phase 2b/3 protocol in
the first half of 2017

SGX203%** Pediatric Crohn’s disease Phase 1/2 clinical trial completed in June
2013, efficacy data, pharmacokinetic
(PK)/pharmacodynamic (PD) profile and
safety profile demonstrated; Phase 3
clinical trial planned for the first half of
2017, with data expected in the second

half of 2018
SGX201** Acute Radiation Phase 1/2 clinical trial complete; safety
Enteritis profile and preliminary efficacy
demonstrated
Vaccine Thermostability Platform**
Soligenix Product
Candidate Indication Stage of Development
ThermoVax® Thermostability of Pre-clinical
aluminum adjuvanted
vaccines
BioDefense Product Candidates**
Soligenix Product
Candidate Indication Stage of Development
RiVax™ Vaccine against Ricin Phase 1b trial complete, safety and
Toxin Poisoning neutralizing antibodies for protection

demonstrated; Phase 1/2 trial planned
for the second half of 2017

11
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OrbeShield® Therapeutic against GI Pre-clinical
ARS
SGX943 Melioidosis Pre-clinical

**  Contingent upon continued government contract/grant funding or other funding source.

Corporate Information

We were incorporated in Delaware in 1987 under the name Biological Therapeutics, Inc. In 1987, we merged with
Biological Therapeutics, Inc., a North Dakota corporation, pursuant to which we changed our name to
“Immunotherapeutics, Inc.” We changed our name to “Endorex Corp.” in 1996, to “Endorex Corporation” in 1998, to “DOR
BioPharma, Inc.” in 2001, and finally to “Soligenix, Inc.” in 2009. Our principal executive offices are located at 29

Emmons Drive, Suite C-10, Princeton, New Jersey 08540 and our telephone number is (609) 538-8200.

2
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Recent Developments
License Agreement and Stock Sale

On September 9, 2016, we and SciClone Pharmaceuticals, Inc. (“SciClone”) entered into an exclusive license
agreement, pursuant to which we granted rights to SciClone to develop, promote, market, distribute and sell SGX942
in the People’s Republic of China, including Hong Kong and Macau, as well as Taiwan, South Korea and Vietnam.
Under the terms of the license agreement, SciClone will be responsible for all aspects of development, product
registration and commercialization in the territory, having access to data generated by us. In exchange for exclusive
rights, SciClone will pay us royalties on net sales, and we will supply commercial drug product to SciClone on a
cost-plus basis, while maintaining worldwide manufacturing rights.

In connection with the execution of the license agreement, we entered into a common stock purchase agreement with
SciClone pursuant to which we sold 352,942 shares of our common stock to SciClone for approximately $8.50 per
share, for an aggregate price of $3,000,000. As additional consideration for expanded territorial rights in South Korea,
Taiwan and Vietnam, SciClone agreed to purchase the shares of common stock at a premium above the current market
price, with the purchase price being equal to one hundred thirty five percent (135%) of the average trading price of the
common stock over the ten trading days prior to September 9, 2016. As part of the transaction, we granted SciClone
certain demand registration rights and SciClone agreed, subject to certain exceptions, not to pledge, sell or otherwise
transfer or dispose of, or enter into any swap or other arrangement that transfers any of the economic consequences of
ownership of, the shares purchased for at least one year from September 9, 2016.

Reverse Stock Split

Pursuant to the authority granted to our Board of Directors by our stockholders at the 2016 Annual Meeting of
Stockholders, our Board of Directors authorized a one-for-ten reverse stock split of our common stock for all
stockholders of record as of the close of business on October 6, 2016 and proportionately reduced the number of
shares of our common stock authorized for issuance. As a result of the reverse split, the total number of outstanding
shares of common stock was reduced to approximately 3.8 million shares and the conversion ratio for all instruments
convertible into or exercisable for shares of common stock, including stock options and warrants, was proportionately
adjusted.

The reverse split was implemented in preparation for the proposed up-listing of our common stock to The NASDAQ
Capital Market (“NASDAQ”). The NASDAQ listing is expected to facilitate more liquidity in the stock as well as
enable broader access to the investment community, many participants of which are unable to buy stock listed on the
bulletin board.

The reverse split was intended to fulfill the stock price requirements for listing on NASDAQ since the requirements
include, among other things, that our common stock must maintain a minimum closing price per share of $3.00 or
higher for five consecutive trading days immediately prior to up-listing. Before any listing of our common stock on
NASDAQ could occur, NASDAQ will need to approve our application for listing. We believe that we will meet all of
the listing requirements for listing our common stock on NASDAQ; however, there is no assurance that our
application will be approved.

Our common stock began trading on the OTCQB on a reverse split basis on October 7, 2016. All share and per share
data set forth herein have been adjusted to reflect this reverse stock split.

3
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The Offering

Securities offered by us

Over-allotment option

Representative’s warrants

Common stock outstanding after this

offering

Description of the warrants

Use of proceeds

Risk Factors

OTC Markets (OTCQB) symbol

Proposed symbol and listing

shares of our common stock and warrants to purchase up to an aggregate of
shares of common stock.

We have granted the underwriters a 45-day option to purchase up to

additional shares of our common stock from us at the public offering price

less underwriting discounts and commissions and/or additional warrants to
purchase up to shares of our common stock from us at the purchase price of
$ per warrant.

We will issue to Aegis Capital Corp. (“Aegis”), the representative of the
underwriters, upon closing of this offering, compensation warrants entitling
Aegis or its designees to purchase 2.0% of the aggregate number of the
shares of common stock that we issue in this offering (excluding any shares
issued upon exercise of the underwriters’ over-allotment option). The
representative’s warrants will be exercisable for no more than 5 years from
the effective date of this offering and may be exercised commencing 12
months after the date of effectiveness of the registration statement of which
this prospectus forms a part. The representative’s warrants may be exercised
on a cashless basis.

shares of common stock ( if the warrants are exercised in full). If the
underwriters’ over-allotment option is exercised in full, the total number of
shares of common stock outstanding immediately after this offering would
be ( if the warrants are exercised in full). This prospectus also includes |
shares of our common stock issuable upon exercise of the warrants.

The warrants will have a per share exercise price equal to $ [[125%] of
public offering price of the common stock]. The warrants are exercisable
immediately and expire [five] years from the date of issuance.

We estimate that the net proceeds from our sale of our securities in this

offering will be approximately $ million, or approximately $ million if tl
underwriters exercise their over-allotment option in full, after deducting

estimated underwriting discounts and commissions and estimated offering

expenses payable by us. We intend to use the net proceeds received from this

offering to fund our pivotal Phase 3 clinical trial of SGX301 for the

treatment of CTCL and our pivotal Phase 2b/3 protocol of SGX942 for the

treatment of oral mucositis in head and neck cancer patients, as well as for

general working capital purposes. See “Use of Proceeds” on page 30.

See the section entitled “Risk Factors” beginning on page 8 of this prospectus
for a discussion of factors you should carefully consider before deciding to
invest in our securities.

SNGX

We have applied to list our common stock on The NASDAQ Capital Market
under the symbol “SNGX”.

14
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Unless we indicate otherwise, all information in this prospectus:

. reflects a one-for-ten reverse stock split of our issued and outstanding shares of common stock, options and
warrants effected on October 7, 2016 and the corresponding adjustment of all common stock prices per share and
stock option and warrant exercise prices per share;

. is based on 3,764,529 shares of common stock issued and outstanding as of October 6, 2016;

. assumes no exercise by the underwriters of their option to purchase up to an additional shares of common stock
and warrants to cover over-allotments, if any;

. excludes shares of our common stock underlying warrants to be issued to the representative of the underwriters
in connection with this offering;

. excludes shares of our common stock underlying warrants to be issued in this offering;

. excludes 303,693 shares of common stock issuable upon conversion of outstanding warrants to purchase shares
of our common stock exercisable at $5.10 per share, which warrants are subject to anti-dilution protection upon
certain equity issuances below $5.10 per share (as may be further adjusted as set forth in the warrant) as of October 6,

2016;

. excludes 188,919 shares of our common stock issuable upon exercise of other outstanding warrants at a
weighted average exercise price of $11.00 per share as of October 6, 2016; and

. excludes 311,651 shares of our common stock issuable upon exercise of outstanding stock options under our
equity compensation plans at a weighted average exercise price of $19.60 per share as of October 6, 2016.

5
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SUMMARY FINANCIAL DATA

The following table sets forth our summary statement of operations data for the fiscal years ended December 31, 2015
and 2014 derived from our audited financial statements and related notes included elsewhere in this prospectus. The
summary financial data for the six months ended June 30, 2016 and 2015, and as of June 30, 2016, are derived from
our unaudited financial statements appearing elsewhere in this prospectus and are not indicative of results to be
expected for the full year. Our financial statements are prepared and presented in accordance with generally accepted
accounting principles in the United States. The results indicated below are not necessarily indicative of our future
performance. You should read this information together with the sections entitled “Capitalization,” “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” and our financial statements and related
notes included elsewhere in this prospectus.

Six Months Ended June 30, Year Ended December 31,

2016 2015 2015 2014
Revenues
Contract revenue $ 5,791,037 $ 1,794,547 $ 8,641,348 $ 5,545,468
Grant revenue — 121,566 127,042 1,497,548
Total revenues 5,791,037 1,916,113 8,768,390 7,043,016
Cost of revenues (4,574,874 ) (1,344,101 ) (6,882,204 ) (5,313,855 )
Gross profit 1,216,163 572,012 1,886,186 1,729,161
Operating expenses:
Research and development 2,256,332 2,472,798 5,399,839 5,086,535
Acquired in-process research
and
development — — — 4,000,000
General and administrative 1,875,494 1,692,232 3,596,623 3,403,975
Total operating expenses 4,131,826 4,165,030 8,996,462 12,490,510
Loss from operations (2,915,663 ) (3,593,018 ) (7,110,276 ) (10,761,349 )
Other income (expense):
Change in fair value of warrant
liability 1,285,485 (4,955,110 ) (1,201,870 ) 3,436,195
Other income 390,599 — — —
Interest income (expense), net (2,629 ) 1,112 (8,017 ) 1,310
Total other income (expense) 1,673,455 (4,953,998 ) (1,209,887 ) 3,437,505
Net loss $ (1,242,208 ) $ (8,547,016 ) $ (7,831,230) $ (6,706,972 )
Basic net loss per share(1) $ (0.39 ) $ (341 ) $ (3.00 ) $ (3.25 )
Diluted net loss per share(1) $ (0.77 ) $ (341 ) $ (3.00 ) $ (4.30 )
Basic weighted average
common shares outstanding(1) 3,152,439 2,506,604 2,606,577 2,063,842
Diluted weighted average
common shares outstanding(1) 3,267,981 2,506,604 2,606,577 2,358,494

(1)  Adjusted to reflect the reverse stock split of one-for-ten effective October 7, 2016.
6
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As of June 30, 2016

Pro Forma,

Actual As Adjusted™®
Balance Sheet Data:
Cash and cash equivalents $ 3,183,289
Total assets $ 5,416,047
Total liabilities $ 5,382,161
Total shareholders’ equity $ 33,886
(1)  Pro forma, as adjusted amounts give effect to (i) the issuance of common stock and warrants from ,2016
through and immediately prior to the date of this prospectus and (ii) the sale of the shares in this offering at the
assumed public offering price of $ per share, which is based on the closing price of our common stock on , 2016

warrants at the public offering price of $0.01 per warrant, and after deducting underwriting discounts and
commissions and other estimated offering expenses payable by us.

7
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RISK FACTORS

An investment in our securities involves a high degree of risk. You should carefully consider the following
information about these risks, together with the other information about these risks contained in this prospectus, as
well as the other information contained in this prospectus generally, before deciding to buy our securities. Any of the
risks we describe below could adversely affect our business, financial condition, operating results or prospects. The
market prices for our securities could decline if one or more of these risks and uncertainties develop into actual events
and you could lose all or part of your investment. Additional risks and uncertainties that we do not yet know of, or that
we currently think are immaterial, may also impair our business operations. You should also refer to the other
information contained in this prospectus, including our financial statements and the related notes.

Risks Related to our Business

We have had significant losses and anticipate future losses; if additional funding cannot be obtained, we may reduce
or discontinue our product development and commercialization efforts.

We have experienced significant losses since inception and, at June 30, 2016, had an accumulated deficit of
approximately $148.1 million. We expect to incur additional operating losses in the future and expect our cumulative
losses to increase. As of June 30, 2016, we had approximately $3.2 million in cash available. Based on our projected
budgetary needs, funding from existing contracts and grants over the next two years and sales to the purchasers under
our existing equity lines, we expect to be able to maintain the current level of our operations for at least the next 12
months.

We have sufficient funds through our existing biodefense grant facilities from the NIAID, a division of the National
Institutes of Health (the “NIH”"), and BARDA to finance our biodefense projects for the next six years. In September
2014, we entered into a contract with the NIH for the development of RiVaxTM to protect against exposure to ricin
toxin that would provide up to $24.7 million of funding in the aggregate if options to extend the contract are exercised
by the NIH. In September 2013, we entered into contracts with the NIH and BARDA for the development of
OrbeShield® that would provide up to $32.7 million of funding in the aggregate if options to extend the contracts are
exercised by BARDA and the NIH. In September 2009, we received a NIAID grant for approximately $9.4 million for
the development of our biodefense programs. In July 2012, we received an additional Small Business Innovation and
Research (“SBIR”) grant from NIAID for $600,000 and in February 2014, we were awarded a one-year NIAID SBIR
grant award of approximately $300,000 to further evaluate SGX943 as a treatment for melioidosis. Our biodefense
grants have an overhead component that allows us an agency-approved percentage over our incurred costs. We
estimate that the overhead component associated with our existing contracts and grants will fund some fixed costs for
direct employees working on these contracts and grants as well as other administrative costs. As of June 30, 2016, we
had approximately $37.1 million in awarded contract funding, assuming all options are exercised.

Our product candidates are positioned for or are currently in clinical trials, and we have not yet generated any
significant revenues from sales or licensing of these product candidates. From inception through June 30, 2016, we
have expended approximately $68.5 million developing our current product candidates for pre-clinical research and
development and clinical trials, and we currently expect to spend at least $13 million over the next 12 months in
connection with the development of our therapeutic and vaccine products, licenses, employment agreements, and
consulting agreements of which approximately $7.6 million is expected to be reimbursed through our existing
government contracts and grants.

We have no control over the resources and funding NIH, BARDA and NIAID may devote to our programs, which
may be subject to periodic renewal and which generally may be terminated by the government at any time for
convenience. Any significant reductions in the funding of U.S. government agencies or in the funding areas targeted
by our business could materially and adversely affect our biodefense program and our results of operations and
financial condition. If we fail to satisfy our obligations under the government contracts, the applicable Federal
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Acquisition Regulations allow the government to terminate the agreement in whole or in part, and we may be required
to perform corrective actions, including but not limited to delivering to the government any incomplete work. If NIH,
BARDA or NIAID do not exercise future funding options under the contracts or grants, terminate the funding or fail
to perform their responsibilities under the agreements or grants, it could materially impact our biodefense program and
our financial results.
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Unless and until we are able to generate sales or licensing revenue from one of our product candidates, we will require
additional funding to meet these commitments, sustain our research and development efforts, provide for future
clinical trials, and continue our operations. There can be no assurance we can raise such funds. If additional funds are
raised through the issuance of equity securities, stockholders may experience dilution of their ownership interests, and
the newly issued securities may have rights superior to those of the common stock. If additional funds are raised by
the issuance of debt, we may be subject to limitations on our operations. If we cannot raise such additional funds, we
may have to delay or stop some or all of our drug development programs.

If we are unable to develop our product candidates, our ability to generate revenues and viability as a company will be
significantly impaired.

In order to generate revenues and profits, our organization must, along with corporate partners and collaborators,
positively research, develop and commercialize our technologies or product candidates. Our current product
candidates are in various stages of early clinical and pre-clinical development and will require significant further
funding, research, development, pre-clinical and/or clinical testing, regulatory approval and commercialization, and
are subject to the risks of failure inherent in the development of products based on innovative or novel technologies.
Specifically, each of the following is possible with respect to any of our product candidates:

. we may not be able to maintain our current research and development schedules;

. we may be unable to secure procurement contracts on beneficial economic terms or at all from the U.S.
government or others for our biodefense products;

. we may encounter problems in clinical trials; or

. the technology or product may be found to be ineffective or unsafe, or may fail to obtain marketing approval.
If any of the risks set forth above occur, or if we are unable to obtain the necessary regulatory approvals as discussed
below, we may be unable to develop our technologies and product candidates and our business will be seriously

harmed. Furthermore, for reasons including those set forth below, we may be unable to commercialize or receive
royalties from the sale of any other technology we develop, even if it is shown to be effective, if:

. it is not economical or the market for the product does not develop or diminishes;

. we are not able to enter into arrangements or collaborations to manufacture and/or market the product;
. the product is not eligible for third-party reimbursement from government or private insurers;

. others hold proprietary rights that preclude us from commercializing the product;

. we are not able to manufacture the product reliably;

. others have brought to market similar or superior products; or

. the product has undesirable or unintended side effects that prevent or limit its commercial use.

We expect a number of factors to cause our operating results to fluctuate on a quarterly and annual basis, which may
make it difficult to predict our future performance.

We are a late-stage biopharmaceutical company. Our operations to date have been primarily limited to developing our
technology and undertaking preclinical studies and clinical trials of our product candidates in our two active business
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segments, BioTherapeutics and Vaccines/BioDefense. We have not yet obtained regulatory approvals for any of our
product candidates. Consequently, any predictions made about our future success or viability may not be as accurate
as they could be if we had commercialized products. Our financial condition has varied significantly in the past and
will continue to fluctuate from quarter-to-quarter or year-to-year due to a variety of factors, many of which are beyond
our control. Factors relating to our business that may contribute to these fluctuations include other factors described
elsewhere in this prospectus and also include:

. our ability to obtain additional funding to develop our product candidates;
. delays in the commencement, enrollment and timing of clinical trials;
9
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. the success of our product candidates through all phases of clinical development;

. any delays in regulatory review and approval of product candidates in clinical development;

. our ability to obtain and maintain regulatory approval for our product candidates in the United States and foreign
jurisdictions;

. potential side effects of our product candidates that could delay or prevent commercialization, limit the

indications for any approved drug, require the establishment of risk evaluation and mitigation strategies, or cause an
approved drug to be taken off the market;

. our dependence on third-party contract manufacturing organizations to supply or manufacture our products;

. our dependence on contract research organizations to conduct our clinical trials;

. our ability to establish or maintain collaborations, licensing or other arrangements;

. market acceptance of our product candidates;

. our ability to establish and maintain an effective sales and marketing infrastructure, either through the creation

of a commercial infrastructure or through strategic collaborations;

. competition from existing products or new products that may emerge;

. the ability of patients or healthcare providers to obtain coverage of or sufficient reimbursement for our products;
. our ability to discover and develop additional product candidates;

. our ability and our licensors’ abilities to successfully obtain, maintain, defend and enforce intellectual property

rights important to our business;

. our ability to attract and retain key personnel to manage our business effectively;

. our ability to build our finance infrastructure and improve our accounting systems and controls;
. potential product liability claims;

. potential liabilities associated with hazardous materials; and

. our ability to obtain and maintain adequate insurance policies.

Accordingly, the results of any quarterly or annual periods should not be relied upon as indications of future operating
performance.

We have no approved products on the market and therefore do not expect to generate any revenues from product sales
in the foreseeable future, if at all.

To date, we have no approved product on the market and have not generated any significant product revenues. We
have funded our operations primarily from sales of our securities and from government grants. We have not received,
and do not expect to receive for at least the next several years, if at all, any revenues from the commercialization of
our product candidates. To obtain revenues from sales of our product candidates, we must succeed, either alone or
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with third parties, in developing, obtaining regulatory approval for, manufacturing and marketing drugs with
commercial potential or successfully obtain government procurement or stockpiling agreements. We may never
succeed in these activities, and we may not generate sufficient revenues to continue our business operations or achieve
profitability.

Our business is subject to extensive governmental regulation, which can be costly, time consuming and subjects us to
unanticipated delays.

Our business is subject to very stringent federal, foreign, state and local government laws and regulations, including
the Federal Food, Drug and Cosmetic Act, the Environmental Protection Act, the Occupational Safety and Health Act,
and state and local counterparts to these acts. These laws and regulations may be amended, additional laws and
regulations may be enacted, and the policies of the FDA and other regulatory agencies may change.

10
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The regulatory process applicable to our products requires pre-clinical and clinical testing of any product to establish
its safety and efficacy. This testing can take many years is uncertain as to outcome, and requires the expenditure of
substantial capital and other resources. We estimate that the clinical trials of our product candidates that we have
planned will take at least several years to complete. Furthermore, failure can occur at any stage of the trials, and we
could encounter problems that cause us to abandon or repeat clinical trials. Favorable results in early studies or trials,
if any, may not be repeated in later studies or trials. Even if our clinical trials are initiated and completed as planned,
we cannot be certain that the results will support our product candidate claims. Success in preclinical testing, Phase 1
and Phase 2 clinical trials does not ensure that later Phase 2 or Phase 3 clinical trials will be successful. In addition,
we, the FDA or other regulatory authorities may suspend clinical trials at any time if it appears that we are exposing
participants to unacceptable health risks or the FDA or other regulatory authorities find deficiencies in our
submissions or conduct of our trials.

We may not be able to obtain, or we may experience difficulties and delays in obtaining, necessary domestic and
foreign governmental clearances and approvals to market a product. Also, even if regulatory approval of a product is
granted, that approval may entail limitations on the indicated uses for which the product may be marketed.

Following any regulatory approval, a marketed product and its manufacturer are subject to continual regulatory
review. Later discovery of problems with a product or manufacturer may result in restrictions on such product or
manufacturer. These restrictions may include product recalls and suspension or withdrawal of the marketing approval
for the product. Furthermore, the advertising, promotion and export, among other things, of a product are subject to
extensive regulation by governmental authorities in the U.S. and other countries. If we fail to comply with applicable
regulatory requirements, we may be subject to fines, suspension or withdrawal of regulatory approvals, product
recalls, seizure of products, operating restrictions and/or criminal prosecution.

There may be unforeseen challenges in developing our biodefense products.

For development of biodefense vaccines and therapeutics, the FDA has instituted policies that are expected to result in
accelerated approval. This includes approval for commercial use using the results of animal efficacy trials, rather than
efficacy trials in humans, referred to as the Animal Rule. However, we will still have to establish that the vaccines we
are developing are safe in humans at doses that are correlated with the beneficial effect in animals. Such clinical trials
will also have to be completed in distinct populations that are subject to the countermeasures; for instance, the very
young and the very old, and in pregnant women, if the countermeasure is to be licensed for civilian use. Other
agencies will have an influence over the risk benefit scenarios for deploying the countermeasures and in establishing
the number of doses utilized in the Strategic National Stockpile. We may not be able to sufficiently demonstrate the
animal correlation to the satisfaction of the FDA, as these correlates are difficult to establish and are often unclear.
Invocation of the Animal Rule may raise issues of confidence in the model systems even if the models have been
validated. For many of the biological threats, the animal models are not available and we may have to develop the
animal models, a time-consuming research effort. There are few historical precedents, or recent precedents, for the
development of new countermeasure for bioterrorism agents. Despite the Animal Rule, the FDA may require large
clinical trials to establish safety and immunogenicity before licensure and it may require safety and immunogenicity
trials in additional populations. Approval of biodefense products may be subject to post-marketing studies, and could
be restricted in use in only certain populations. The government’s biodefense priorities can change, which could
adversely affect the commercial opportunity for the products we are developing. Further, other countries have not, at
this time, established criteria for review and approval of these types of products outside their normal review process,
i.e., there is no Animal Rule equivalent, and consequently there can be no assurance that we will be able to make a
submission for marketing approval in foreign countries based on such animal data.

Additionally, few facilities in the United States and internationally have the capability to test animals with anthrax or
ricin, or otherwise assist us in qualifying the requisite animal models. We have to compete with other biodefense
companies for access to this limited pool of highly specialized resources. We therefore may not be able to secure
contracts to conduct the testing in a predictable timeframe or at all.
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We are dependent on government funding, which is inherently uncertain, for the success of our biodefense operations.

We are subject to risks specifically associated with operating in the biodefense industry, which is a new and unproven
business area. We do not anticipate that a significant commercial market will develop for our biodefense products.
Because we anticipate that the principal potential purchasers of these products, as well as potential sources of research
and development funds, will be the U.S. government and governmental agencies, the success of our biodefense

11
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division will be dependent in large part upon government spending decisions. The funding of government programs is
dependent on budgetary limitations, congressional appropriations and administrative allotment of funds, all of which
are inherently uncertain and may be affected by changes in U.S. government policies resulting from various political
and military developments. Our receipt of government funding is also dependent on our ability to adhere to the terms
and provisions of the original grant documents and other regulations. We can provide no assurance that we will
receive or continue to receive funding for grants we have been awarded. The loss of government funds could have a
material adverse effect on our ability to progress our biodefense business.

If the parties we depend on for supplying our drug substance raw materials and certain manufacturing-related services
do not timely supply these products and services, it may delay or impair our ability to develop, manufacture and
market our products. We do not have or anticipate having internal manufacturing capabilities.

We rely on suppliers for our drug substance raw materials and third parties for certain manufacturing-related services
to produce material that meets appropriate content, quality and stability standards, which material will be used in
clinical trials of our products and, after approval, for commercial distribution. To succeed, clinical trials require
adequate supplies of drug substance and drug product, which may be difficult or uneconomical to procure or
manufacture. We and our suppliers and vendors may not be able to (i) produce our drug substance or drug product to
appropriate standards for use in clinical studies, (ii) perform under any definitive manufacturing, supply or service
agreements with us or (iii) remain in business for a sufficient time to be able to develop, produce, secure regulatory
approval of and market our product candidates. If we do not maintain important manufacturing and service
relationships, we may fail to find a replacement supplier or required vendor or develop our own manufacturing
capabilities which could delay or impair our ability to obtain regulatory approval for our products and substantially
increase our costs or deplete profit margins, if any. If we do find replacement manufacturers and vendors, we may not
be able to enter into agreements with them on terms and conditions favorable to us and, there could be a substantial
delay before a new facility could be qualified and registered with the FDA and foreign regulatory authorities.

We rely on third parties for pre-clinical and clinical trials of our product candidates and, in some cases, to maintain
regulatory files for our product candidates. If we are not able to maintain or secure agreements with such third parties
on acceptable terms, if these third parties do not perform their services as required, or if these third parties fail to
timely transfer any regulatory information held by them to us, we may not be able to obtain regulatory approval for, or
commercialize, our product candidates.

We rely on academic institutions, hospitals, clinics and other third-party collaborators for preclinical and clinical trials
of our product candidates. Although we monitor, support, and/or oversee our pre-clinical and clinical trials, because
we do not conduct these trials ourselves, we have less control over the timing and cost of these studies and the ability
to recruit trial subjects than if we conducted these trials wholly by ourselves. If we are unable to maintain or enter into
agreements with these third parties on acceptable terms, or if any such engagement is terminated, we may be unable to
enroll patients on a timely basis or otherwise conduct our trials in the manner we anticipate. In addition, there is no
guarantee that these third parties will devote adequate time and resources to our studies or perform as required by a
contract or in accordance with regulatory requirements, including maintenance of clinical trial information regarding
our product candidates. If these third parties fail to meet expected deadlines, fail to timely transfer to us any regulatory
information, fail to adhere to protocols or fail to act in accordance with regulatory requirements or our agreements
with them, or if they otherwise perform in a substandard manner or in a way that compromises the quality or accuracy
of their activities or the data they obtain, then preclinical and/or clinical trials of our product candidates may be
extended, delayed or terminated, or our data may be rejected by the FDA or regulatory agencies.

The manufacturing of our products is a highly exacting process, and if we or one of our materials suppliers encounter
problems manufacturing our products, our business could suffer.

The FDA and foreign regulators require manufacturers to register manufacturing facilities. The FDA and foreign
regulators also inspect these facilities to confirm compliance with current Good Manufacturing Practice (“cGMP”) or
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similar requirements that the FDA or foreign regulators establish. We, or our materials suppliers, may face
manufacturing or quality control problems causing product production and shipment delays or a situation where we or
the supplier may not be able to maintain compliance with the FDA’s cGMP requirements, or those of foreign
regulators, necessary to continue manufacturing our drug substance. Any failure to comply with cGMP requirements
or other FDA or foreign regulatory requirements could adversely affect our clinical research activities and our ability
to market and develop our products.

12
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We may use our financial and human resources to pursue a particular research program or product candidate and fail
to capitalize on programs or product candidates that may be more profitable or for which there is a greater likelihood
of success.

Because we have limited financial and human resources, we are currently focusing on the regulatory approval of
certain product candidates. As a result, we may forego or delay pursuit of opportunities with other product candidates
or for other indications that later prove to have greater commercial potential. Our resource allocation decisions may
cause us to fail to capitalize on viable commercial products or profitable market opportunities. Our spending on
existing and future product candidates for specific indications may not yield any commercially viable products. If we
do not accurately evaluate the commercial potential or target market for a particular product candidate, we may
relinquish valuable rights to that product candidate through strategic alliance, licensing or other royalty arrangements
in cases in which it would have been more advantageous for us to retain sole development and commercialization
rights to such product candidate, or we may allocate internal resources to a product candidate in an area in which it
would have been more advantageous to enter into a partnering arrangement.

Even if approved, our products will be subject to extensive post-approval regulation.

Once a product is approved, numerous post-approval requirements apply. Among other things, the holder of an
approved New Drug Application (“NDA”) is subject to periodic and other FDA monitoring and reporting obligations,
including obligations to monitor and report adverse events and instances of the failure of a product to meet the
specifications in the NDA. Application holders must submit new or supplemental applications and obtain FDA
approval for certain changes to the approved product, product labeling, or manufacturing process. Application holders
must also submit advertising and other promotional material to the FDA and report on ongoing clinical trials.

Depending on the circumstances, failure to meet these post-approval requirements can result in criminal prosecution,
fines, injunctions, recall or seizure of products, total or partial suspension of production, denial or withdrawal of
pre-marketing product approvals, or refusal to allow us to enter into supply contracts, including government contracts.
In addition, even if we comply with FDA and other requirements, new information regarding the safety or
effectiveness of a product could lead the FDA to modify or withdraw product approval.

Even if we obtain regulatory approval to market our product candidates, our product candidates may not be accepted
by the market.

Even if the FDA approves one or more of our product candidates, physicians and patients may not accept it or use it.
Even if physicians and patients would like to use our products, our products may not gain market acceptance among
healthcare payors such as managed care formularies, insurance companies or government programs such as Medicare
or Medicaid. Acceptance and use of our products will depend upon a number of factors including: perceptions by
members of the health care community, including physicians, about the safety and effectiveness of our drug or device
product; cost-effectiveness of our product relative to competing products; availability of reimbursement for our
product from government or other healthcare payers; and effectiveness of marketing and distribution efforts by us and
our licensees and distributors, if any.

The degree of market acceptance of any product that we develop will depend on a number of factors, including:
. cost-effectiveness;

. the safety and effectiveness of our products, including any significant potential side effects, as compared to
alternative products or treatment methods;

. the timing of market entry as compared to competitive products;
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. the rate of adoption of our products by doctors and nurses;

. product labeling or product insert required by the FDA for each of our products;

. reimbursement policies of government and third-party payors;

. effectiveness of our sales, marketing and distribution capabilities and the effectiveness of such capabilities of our

collaborative partners, if any; and
. unfavorable publicity concerning our products or any similar products.

13
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Our product candidates, if successfully developed, will compete with a number of products manufactured and
marketed by major pharmaceutical companies, biotechnology companies and manufacturers of generic drugs. Our
products may also compete with new products currently under development by others. Physicians, patients, third-party
payors and the medical community may not accept and utilize any of our product candidates. If our products do not
achieve market acceptance, we will not be able to generate significant revenues or become profitable.

Because we expect sales of our current product candidates, if approved, to generate substantially all of our product
revenues for the foreseeable future, the failure of these products to find market acceptance would harm our business
and could require us to seek additional financing.

We do not have extensive sales and marketing experience and our lack of experience may restrict our success in
commercializing some of our product candidates.

We do not have extensive experience in marketing or selling pharmaceutical products whether in the U.S. or
internationally. To obtain the expertise necessary to successfully market and sell any of our products, the development
of our own commercial infrastructure and/or collaborative commercial arrangements and partnerships will be required.
Our ability to make that investment and also execute our current operating plan is dependent on numerous factors,
including, the performance of third party collaborators with whom we may contract.

Our products, if approved, may not be commercially viable due to change in health care practice and third party
reimbursement limitations.

Recent initiatives to reduce the federal deficit and to change health care delivery are increasing cost-containment
efforts. We anticipate that Congress, state legislatures and the private sector will continue to review and assess
alternative benefits, controls on health care spending through limitations on the growth of private health insurance
premiums and Medicare and Medicaid spending, price controls on pharmaceuticals, and other fundamental changes to
the health care delivery system. Any changes of this type could negatively impact the commercial viability of our
products, if approved. Our ability to successfully commercialize our product candidates, if they are approved, will
depend in part on the extent to which appropriate reimbursement codes and authorized cost reimbursement levels of
these products and related treatment are obtained from governmental authorities, private health insurers and other
organizations, such as health maintenance organizations. In the absence of national Medicare coverage determination,
local contractors that administer the Medicare program may make their own coverage decisions. Any of our product
candidates, if approved and when commercially available, may not be included within the then current Medicare
coverage determination or the coverage determination of state Medicaid programs, private insurance companies or
other health care providers. In addition, third-party payers are increasingly challenging the necessity and prices
charged for medical products, treatments and services.

Our product candidates may cause serious adverse events or undesirable side effects which may delay or prevent
marketing approval, or, if approval is received, require them to be taken off the market, require them to include safety
warnings or otherwise limit their sales.

Serious adverse events or undesirable side effects from any of our product candidates could arise either during clinical
development or, if approved, after the approved product has been marketed. The results of future clinical trials may
show that our product candidates cause serious adverse events or undesirable side effects, which could interrupt, delay
or halt clinical trials, resulting in delay of, or failure to obtain, marketing approval from the FDA and other regulatory
authorities.

If any of our product candidates cause serious adverse events or undesirable side effects:

. regulatory authorities may impose a clinical hold which could result in substantial delays and adversely impact
our ability to continue development of the product;
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. regulatory authorities may require the addition of labeling statements, specific warnings, a contraindication or
field alerts to physicians and pharmacies;

. we may be required to change the way the product is administered, conduct additional clinical trials or change
the labeling of the product;
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. we may be required to implement a risk minimization action plan, which could result in substantial cost
increases and have a negative impact on our ability to commercialize the product;

. we may be required to limit the patients who can receive the product;

. we may be subject to limitations on how we promote the product;

. sales of the product may decrease significantly;

. regulatory authorities may require us to take our approved product off the market;
. we may be subject to litigation or product liability claims; and

. our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of the affected product or
could substantially increase commercialization costs and expenses, which in turn could delay or prevent us from
generating significant revenues from the sale of our products.

If we fail to obtain or maintain orphan drug exclusivity for our product candidates, our competitors may sell products
to treat the same conditions and our revenue will be reduced.

Under the Orphan Drug Act, the FDA may designate a product as an orphan drug if it is intended to treat a rare disease
or condition, defined as a patient population of fewer than 200,000 in the United States, or a patient population greater
than 200,000 in the United States where there is no reasonable expectation that the cost of developing the drug will be
recovered from sales in the United States. In the European Union, the European Medicines Agency’s Committee for
Orphan Medicinal Products grants orphan drug designation to promote the development of products that are intended
for the diagnosis, prevention, or treatment of a life-threatening or chronically debilitating condition affecting not more
than five in 10,000 persons in the European Union. Additionally, designation is granted for products intended for the
diagnosis, prevention, or treatment of a life-threatening, seriously debilitating or serious and chronic condition when,
without incentives, it is unlikely that sales of the drug in the European Union would be sufficient to justify the
necessary investment in developing the drug or biological product or where there is no satisfactory method of
diagnosis, prevention, or treatment, or, if such a method exists, the medicine must be of significant benefit to those
affected by the condition.

In the United States, orphan drug designation entitles a party to financial incentives such as opportunities for grant
funding towards clinical trial costs, tax advantages, and user-fee waivers. In addition, if a product receives the first
FDA approval for the indication for which it has orphan designation, the product is entitled to orphan drug exclusivity,
which means the FDA may not approve any other application to market the same drug for the same indication for a
period of seven years, except in limited circumstances, such as a showing of clinical superiority over the product with
orphan exclusivity or where the manufacturer is unable to assure sufficient product quantity. In the European Union,
orphan drug designation entitles a party to financial incentives such as reduction of fees or fee waivers and ten years
of market exclusivity following drug or biological product approval. This period may be reduced to six years if the
orphan drug designation criteria are no longer met, including where it is shown that the product is sufficiently
profitable not to justify maintenance of market exclusivity.

Even though we have orphan drug designation for SGX301 in the United States and Europe, and SGX203, RiVax™ and
OrbeShield® in the United States, we may not be the first to obtain marketing approval for any particular orphan
indication due to the uncertainties associated with developing drugs or biologic products. Further, even if we obtain
orphan drug exclusivity for a product, that exclusivity may not effectively protect the product from competition

because different drugs with different active moieties can be approved for the same condition. Absent patent or other
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intellectual property protection, even after an orphan drug is approved, the FDA or European Medicines Agency may
subsequently approve the same drug with the same active moiety for the same condition if the FDA or European
Medicines Agency concludes that the later drug is safer, more effective, or makes a major contribution to patient care.
Federal and/or state health care reform initiatives could negatively affect our business.

The availability of reimbursement by governmental and other third-party payers affects the market for any
pharmaceutical product. These third-party payers continually attempt to contain or reduce the costs of healthcare.

There
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have been a number of legislative and regulatory proposals to change the healthcare system and further proposals are
likely. Medicare’s policies may decrease the market for our products. Significant uncertainty exists with respect to the
reimbursement status of newly approved healthcare products.

In addition, third-party payers are increasingly challenging the price and cost-effectiveness of medical products and
services. Once approved, we might not be able to sell our products profitably or recoup the value of our investment in
product development if reimbursement is unavailable or limited in scope, particularly for product candidates
addressing small patient populations. On July 15, 2008, the Medicare Improvements for Patients and Providers Act of
2008 became law with a number of Medicare and Medicaid reforms to establish a bundled Medicare payment rate that
includes services and drug/labs that were separately billed at that time. Bundling initiatives that have been
implemented in other healthcare settings have occasionally resulted in lower utilization of services that had not
previously been a part of the bundled payment.

In addition, in some foreign countries, the proposed pricing for a drug must be approved before it may be lawfully
marketed. The requirements governing drug pricing vary widely from country to country. We expect that there will
continue to be a number of U.S. federal and state proposals to implement governmental pricing controls. While we
cannot predict whether such legislative or regulatory proposals will be adopted, the adoption of such proposals could
have a material adverse effect on our business, financial condition and profitability.

We may not be able to retain rights licensed to us by third parties to commercialize key products or to develop the
third party relationships we need to develop, manufacture and market our products.

We currently rely on license agreements from New York University, Yeda Research and Development Company Ltd.,
the University of Texas Southwestern Medical Center, the University of British Columbia, Harvard University, the
University of Colorado, and George B. McDonald, MD for the rights to commercialize key product candidates. Our
existing license agreements impose, and we expect that future license agreements will impose, various diligence,
milestone payment, royalty, and other obligations on us. If we fail to comply with our obligations under these
agreements, or we are subject to a bankruptcy, we may be required to make certain payments to the licensor, we may
lose the exclusivity of our license, or the licensor may have the right to terminate the license, in which event we would
not be able to develop or market products covered by the license. Additionally, the milestone and other payments
associated with these licenses will make it less profitable for us to develop our drug candidates. See “Business — Patents
and Other Proprietary Rights” for a description of our license agreements.

Licensing of intellectual property is of critical importance to our business and involves complex legal, business, and
scientific issues. Disputes may arise regarding intellectual property subject to a licensing agreement, including but not
limited to:

. the scope of rights granted under the license agreement and other interpretation-related issues;

. the extent to which our technology and processes infringe on intellectual property of the licensor that is not
subject to the licensing agreement;

. the sublicensing of patent and other rights;
. our diligence obligations under the license agreement and what activities satisfy those diligence obligations;
. the ownership of inventions and know-how resulting from the joint creation or use of intellectual property by our

licensors and us and our collaborators; and

. the priority of invention of patented technology.
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If disputes over intellectual property and other rights that we have licensed prevent or impair our ability to maintain
our current licensing arrangements on acceptable terms, we may be unable to successfully develop and commercialize
the affected product candidates.

Additionally, the research resulting in certain of our licensed patent rights and technology was funded by the U.S.
government. As a result, the government may have certain rights, or march-in rights, to such patent rights and
technology. When new technologies are developed with government funding, the government generally obtains
certain rights in any resulting patents, including a non-exclusive license authorizing the government to use the
invention for non-commercial purposes. The government can exercise its march-in rights if it determines that action is
necessary
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because we fail to achieve practical application of the government-funded technology, because action is necessary to
alleviate health or safety needs, to meet requirements of federal regulations or to give preference to U.S. industry. In
addition, our rights in such inventions may be subject to certain requirements to manufacture products embodying
such inventions in the United States. Any exercise by the government of such rights could harm our competitive
position, business, financial condition, results of operations and prospects.

Furthermore, we currently have very limited product development capabilities and no manufacturing, marketing or
sales capabilities. For us to research, develop and test our product candidates, we need to contract or partner with
outside researchers, in most cases with or through those parties that did the original research and from whom we have
licensed the technologies. If products are successfully developed and approved for commercialization, then we will
need to enter into additional collaboration and other agreements with third parties to manufacture and market our
products. We may not be able to induce the third parties to enter into these agreements, and, even if we are able to do
so, the terms of these agreements may not be favorable to us. Our inability to enter into these agreements could delay
or preclude the development, manufacture and/or marketing of some of our product candidates or could significantly
increase the costs of doing so. In the future, we may grant to our development partners rights to license and
commercialize pharmaceutical and related products developed under the agreements with them, and these rights may
limit our flexibility in considering alternatives for the commercialization of these products. Furthermore, third-party
manufacturers or suppliers may not be able to meet our needs with respect to timing, quantity and quality for the
products.

Additionally, if we do not enter into relationships with additional third parties for the marketing of our products, if and
when they are approved and ready for commercialization, we would have to build our own sales force or enter into
commercialization agreements with other companies. Development of an effective sales force in any part of the world
would require significant financial resources, time and expertise. We may not be able to obtain the financing
necessary to establish a sales force in a timely or cost effective manner, if at all, and any sales force we are able to
establish may not be capable of generating demand for our product candidates, if they are approved.

We may suffer product and other liability claims; we maintain only limited product liability insurance, which may not
be sufficient.

The clinical testing, manufacture and sale of our products involves an inherent risk that human subjects in clinical
testing or consumers of our products may suffer serious bodily injury or death due to side effects, allergic reactions or
other unintended negative reactions to our products. As a result, product and other liability claims may be brought
against us. We currently have clinical trial and product liability insurance with limits of liability of $10 million, which
may not be sufficient to cover our potential liabilities. Because liability insurance is expensive and difficult to obtain,
we may not be able to maintain existing insurance or obtain additional liability insurance on acceptable terms or with
adequate coverage against potential liabilities. Furthermore, if any claims are brought against us, even if we are fully
covered by insurance, we may suffer harm such as adverse publicity.

We may use hazardous chemicals in our business. Potential claims relating to improper handling, storage or disposal
of these chemicals could affect us and be time consuming and costly.

Our research and development processes and/or those of our third party contractors involve the controlled use of
hazardous materials and chemicals. These hazardous chemicals are reagents and solvents typically found in a
chemistry laboratory. Our operations also may produce hazardous waste products. Federal, state and local laws and
regulations govern the use, manufacture, storage, handling and disposal of hazardous materials. While we attempt to
comply with all environmental laws and regulations, including those relating to the outsourcing of the disposal of all
hazardous chemicals and waste products, we cannot eliminate the risk of contamination from or discharge of
hazardous materials and any resultant injury. In the event of such an accident, we could be held liable for any resulting
damages and any liability could materially adversely affect our business, financial condition and results of operations.
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Compliance with environmental laws and regulations may be expensive. Current or future environmental regulations
may impair our research, development or production efforts. We might have to pay civil damages in the event of an
improper or unauthorized release of, or exposure of individuals to, hazardous materials. We are not insured against
these environmental risks.

We may agree to indemnify our collaborators in some circumstances against damages and other liabilities arising out
of development activities or products produced in connection with these collaborations.
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In addition, the federal, state and local laws and regulations governing the use, manufacture, storage, handling and
disposal of hazardous or radioactive materials and waste products may require us to incur substantial compliance costs
that could materially adversely affect our business, financial condition and results of operations.

We may not be able to compete with our larger and better financed competitors in the biotechnology industry.

The biotechnology industry is intensely competitive, subject to rapid change and sensitive to new product
introductions or enhancements. Most of our existing competitors have greater financial resources, larger technical
staffs, and larger research budgets than we have, as well as greater experience in developing products and conducting
clinical trials. Our competition is particularly intense in the gastroenterology and transplant areas and is also intense in
the therapeutic area of inflammatory bowel diseases. We face intense competition in the biodefense area from various
public and private companies and universities as well as governmental agencies, such as the U.S. Army, which may
have their own proprietary technologies that may directly compete with our technologies. In addition, there may be
other companies that are currently developing competitive technologies and products or that may in the future develop
technologies and products that are comparable or superior to our technologies and products. We may not be able to
compete with our existing and future competitors, which could lead to the failure of our business.

Additionally, if a competitor receives FDA approval before we do for a drug that is similar to one of our product
candidates, FDA approval for our product candidate may be precluded or delayed due to periods of non-patent
exclusivity and/or the listing with the FDA by the competitor of patents covering its newly-approved drug product.
Periods of non-patent exclusivity for new versions of existing drugs such as our current product candidates can extend
up to three and one-half years. See “Business — The Drug Approval Process.”

These competitive factors could require us to conduct substantial new research and development activities to establish
new product targets, which would be costly and time consuming. These activities would adversely affect our ability to
commercialize products and achieve revenue and profits.

Competition and technological change may make our product candidates and technologies less attractive or obsolete.

We compete with established pharmaceutical and biotechnology companies that are pursuing other forms of treatment
for the same indications we are pursuing and that have greater financial and other resources. Other companies may
succeed in developing products earlier than us, obtaining FDA approval for products more rapidly, or developing
products that are more effective than our product candidates. Research and development by others may render our
technology or product candidates obsolete or noncompetitive, or result in treatments or cures superior to any therapy
we develop. We face competition from companies that internally develop competing technology or acquire competing
technology from universities and other research institutions. As these companies develop their technologies, they may
develop competitive positions that may prevent, make futile, or limit our product commercialization efforts, which
would result in a decrease in the revenue we would be able to derive from the sale of any products.

There can be no assurance that any of our product candidates will be accepted by the marketplace as readily as these
or other competing treatments. Furthermore, if our competitors’ products are approved before ours, it could be more
difficult for us to obtain approval from the FDA. Even if our products are successfully developed and approved for
use by all governing regulatory bodies, there can be no assurance that physicians and patients will accept our
product(s) as a treatment of choice.

Furthermore, the pharmaceutical research industry is diverse, complex, and rapidly changing. By its nature, the
business risks associated therewith are numerous and significant. The effects of competition, intellectual property
disputes, market acceptance, and FDA regulations preclude us from forecasting revenues or income with certainty or
even confidence.

39



Edgar Filing: SOLIGENIX, INC. - Form S-1

Our business could be harmed if we fail to retain our current personnel or if they are unable to effectively run our
business.

We currently have 19 employees and we depend upon these employees, in particular Dr. Christopher Schaber, our

President and Chief Executive Officer, to manage the day-to-day activities of our business. Because we have such
limited personnel, the loss of any of them or our inability to attract and retain other qualified employees in a timely
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manner would likely have a negative impact on our operations. We may be unable to effectively manage and operate
our business, and our business may suffer, if we lose the services of our employees.

Instability and volatility in the financial markets could have a negative impact on our business, financial condition,
results of operations, and cash flows.

During recent years, there has been substantial volatility in financial markets due at least in part to the uncertainty
with regard to the global economic environment. In addition, there has been substantial uncertainty in the capital
markets and access to additional financing is uncertain. Moreover, customer spending habits may be adversely
affected by current and future economic conditions. These conditions could have an adverse effect on our industry and
business, including our financial condition, results of operations, and cash flows.

To the extent that we do not generate sufficient cash from operations, we may need to issue stock or incur
indebtedness to finance our plans for growth. Recent turmoil in the credit markets and the potential impact on the
liquidity of major financial institutions may have an adverse effect on our ability to fund our business strategy through
borrowings, under either existing or newly created instruments in the public or private markets on terms we believe to
be reasonable, if at all.

We may not be able to utilize all of our net operating loss carryforwards.

The State of New Jersey’s Technology Business Tax Certificate Program allows certain high technology and
biotechnology companies to sell unused net operating loss (“NOL”) carryforwards to other New Jersey-based corporate
taxpayers. In accordance with this program, during the year ended December 31, 2015, we sold New Jersey NOL
carryforwards, resulting in the recognition of $488,933 of income tax benefit. If there is an unfavorable change in the
State of New Jersey’s Technology Business Tax Certificate Program (whether as a result of a change in law, policy or
otherwise) that terminates the program or eliminates or reduces our ability to use or sell our NOL carryforwards, our
cash taxes may increase which may have an adverse effect on our financial condition.

Risks Related to our Intellectual Property

We may be unable to commercialize our products if we are unable to protect our proprietary rights, and we may be
liable for significant costs and damages if we face a claim of intellectual property infringement by a third party.

Our near and long term prospects depend in part on our ability to obtain and maintain patents, protect trade secrets and
operate without infringing upon the proprietary rights of others. In the absence of patent and trade secret protection,
competitors may adversely affect our business by independently developing and marketing substantially equivalent or
superior products and technology, possibly at lower prices. We could also incur substantial costs in litigation and
suffer diversion of attention of technical and management personnel if we are required to defend ourselves in
intellectual property infringement suits brought by third parties, with or without merit, or if we are required to initiate
litigation against others to protect or assert our intellectual property rights. Moreover, any such litigation may not be
resolved in our favor.

Although we and our licensors have filed various patent applications covering the uses of our product candidates,
patents may not be issued from the patent applications already filed or from applications that we might file in the
future. Moreover, the patent position of companies in the pharmaceutical industry generally involves complex legal
and factual questions, and recently has been the subject of much litigation. Any patents we own or license, now or in
the future, may be challenged, invalidated or circumvented. To date, no consistent policy has been developed in the
U.S. Patent and Trademark Office (the “PTO”) regarding the breadth of claims allowed in biotechnology patents.

In addition, because patent applications in the U.S. are maintained in secrecy until patent applications publish or
patents issue, and because publication of discoveries in the scientific or patent literature often lags behind actual
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discoveries, we cannot be certain that we and our licensors are the first creators of inventions covered by any licensed
patent applications or patents or that we or they are the first to file. The PTO may commence interference proceedings
involving patents or patent applications, in which the question of first inventorship is contested. Accordingly, the
patents owned or licensed to us may not be valid or may not afford us protection against competitors with similar
technology, and the patent applications licensed to us may not result in the issuance of patents.
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It is also possible that our owned and licensed technologies may infringe on patents or other rights owned by others,
and licenses to which may not be available to us. We may be unable to obtain a license under such patent on terms
favorable to us, if at all. We may have to alter our products or processes, pay licensing fees or cease activities
altogether because of patent rights of third parties.

In addition to the products for which we have patents or have filed patent applications, we rely upon unpatented
proprietary technology and may not be able to meaningfully protect our rights with regard to that unpatented
proprietary technology. Furthermore, to the extent that consultants, key employees or other third parties apply
technological information developed by them or by others to any of our proposed projects, disputes may arise as to the
proprietary rights to this information, which may not be resolved in our favor.

We may be involved in lawsuits to protect or enforce our patents, which could be expensive and time consuming.

The pharmaceutical industry has been characterized by extensive litigation regarding patents and other intellectual
property rights, and companies have employed intellectual property litigation to gain a competitive advantage. We
may become subject to infringement claims or litigation arising out of patents and pending applications of our
competitors, or additional interference proceed