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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 of 1933 or until this Registration Statement shall become effective on
such date as the Commission, acting pursuant to said Section 8(a), may determine.

Pursuant to Rule 429 under the Securities Act of 1933, as amended, this Registration Statement contains a prospectus that also
relates to 4,371,575 shares of common stock issuable upon exercise of warrants registered on the Registration Statement on Form
S-1 (Registration No. 333-203357) previously filed by the Registrant and declared effective on July 15, 2015. This Registration
Statement constitutes Post-Effective Amendment No. 1 to the Registrant’s Registration Statement on Form S-1 (Registration No.
333-203357), and such post-effective amendment shall hereafter become effective concurrently with the effectiveness of this
Registration Statement and in accordance with Section 8(c) of the Securities Act.




The information in this prospectus is not complete and may be changed. We and the selling stockholders may not sell these
securities under this prospectus until the registration statement of which it is a part and filed with the Securities and Exchange
Commission is effective. This prospectus is not an offer to sell these securities and it is not soliciting an offer to buy these securities
in any state where the offer or sale is not permitted.

PRELIMINARY PROSPECTUS, SUBJECT TO COMPLETION, DATED NOVEMBER 20, 2015
DELMAR PHARMACEUTICALS, INC.

24,241,159 Shares of Common Stock Offered by Selling Stockholders
4,371,575 Shares of Common Stock Offered by the Company

This prospectus relates to the public offering of up to 24,241,159 shares of common stock of DelMar Pharmaceuticals, Inc. by the selling
stockholders, including 16,418,289 outstanding shares, 7,622,870 shares issuable upon exercise of outstanding warrants, and 200,000
shares issuable upon exchange of Exchangeable Shares (as defined herein).

The selling stockholders may sell common stock from time to time in the principal market on which the stock is traded at the prevailing
market price or in negotiated transactions.

We will not receive any of the proceeds from the sale of common stock by the selling stockholders. We will pay the expenses of registering
these shares.

This prospectus also includes 4,371,575 shares of common stock issuable upon exercise of warrants issued by the Company pursuant to the
Company’s public offering of common stock and common stock purchase warrants completed by the Company in the quarter ended
September 30, 2015 (the “Public Offering”), including 4,277,667 shares issuable upon exercise of warrants issued to the investors under the
Public Offering (the “Public Offering Warrants”) and 93,908 shares issued to the placement agents under the Public Offering (the “2015
Agent Warrants”). The Public Offering Warrants have an exercise price of $0.75 and expire on July 31, 2020. The 2015 Agent Warrants
have an exercise price of $0.75 and expire on July 15, 2020.

Investing in our common stock involves a high degree of risk. You should consider carefully the risk factors beginning on page 3 of
this prospectus before purchasing any of the shares offered by this prospectus.

Our common stock is quoted on the OTCQX and trades under the symbol “DMPI”. The last reported sale price of our common stock on
the OTCQX on November 19, 2015, was $1.24 per share.

We may amend or supplement this prospectus from time to time by filing amendments or supplements as required. You should
read the entire prospectus and any amendments or supplements carefully before you make your investment decision.

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.

The date of this prospectus is , 2015.
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You may only rely on the information contained in this prospectus or that we have referred you to. We have not authorized anyone to
provide you with different information. This prospectus does not constitute an offer to sell or a solicitation of an offer to buy any securities
other than the common stock offered by this prospectus. This prospectus does not constitute an offer to sell or a solicitation of an offer to
buy any common stock in any circumstances in which such offer or solicitation is unlawful. Neither the delivery of this prospectus nor any
sale made in connection with this prospectus shall, under any circumstances, create any implication that there has been no change in our
affairs since the date of this prospectus or that the information contained by reference to this prospectus is correct as of any time after its

date.
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EXPLANATORY NOTE

This registration statement is filed by the registrant as (i) post-effective amendment #3 on Form S-1 to update the Registration
Statement on Form S-1 originally filed by the registrant with the Securities and Exchange Commission on June 14, 2013 and declared
effective by the Securities and Exchange Commission on June 28, 2013, as amended by post-effective amendment #1 thereto, filed with the
Securities and Exchange Commission on April 17, 2014, and declared effective by the Securities and Exchange Commission on April 29,
2014, and as amended by post-effective amendment #2 thereto, filed with the Securities and Exchange Commission on March 6, 2015, and
declared effective by the Securities and Exchange Commission on March 13, 2015, and (ii) post-effective amendment #1 on Form S-1 to
update the Registration Statement on Form S-1 originally filed by the registrant with the Securities and Exchange Commission on April 10,
2015 and declared effective by the Securities and Exchange Commission on July 15, 2015. The registrant is not seeking to register any
additional shares pursuant to this Registration Statement.
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Prospectus Summary

This summary highlights information contained elsewhere in this prospectus. You should read the entire prospectus carefully,
including the section entitled “Risk Factors”, before deciding to invest in our common stock.

About Us

DelMar Pharmaceuticals, Inc. (the “Company”) is a Nevada corporation formed on June 24, 2009 under the name Berry Only
Inc. Prior to the Reverse Acquisition (discussed below), Berry did not have any significant assets or operations.

DelMar Pharmaceuticals, Inc. is the parent company of Del Mar Pharmaceuticals (BC) Ltd. (“DelMar (BC)”), a British
Columbia, Canada corporation incorporated on April 6, 2010, which is a clinical and commercial stage drug development company with a
focus on the treatment of cancer. We are conducting clinical trials in the United States with our lead product, VAL-083, as a potential new
treatment for glioblastoma multiforme (“GBM”), the most common and aggressive form of brain cancer. We have also acquired certain
exclusive commercial rights to VAL-083 in China where it is approved as a chemotherapy for the treatment of chronic myelogenous
leukemia (“CML”) and lung cancer. We plan to seek marketing partnerships in China in order to potentially generate future royalty
revenue.

References in this prospectus, and the registration statement of which it forms a part, to “we,” “us,” “our” and similar words refer
to the Company and its wholly-owned subsidiaries, DelMar (BC), Callco (defined below) and Exchangeco (defined below), unless the
context indicates otherwise, and, prior to the effectiveness of the Reverse Acquisition, these terms refer to DelMar (BC). References to
“Berry” relate to the Company prior to the Reverse Acquisition.

We have incurred losses since our inception. Since our inception on April 6, 2010 through September 30, 2015, we have
accumulated net losses of $20,236,771. We incurred net losses of $1,621,388 for the three months ended September 30, 2015, and net
loss of $4,347,767 for the year ending June 30, 2015.

About this Offering

On January 25, 2013 (the “Closing Date”), the Company entered into and closed an exchange agreement (the “Exchange
Agreement”), with DelMar (BC), 0959454 B.C. Ltd., a British Columbia corporation and a wholly-owned subsidiary of the Company
(“Callco”), 0959456 B.C. Ltd., a British Columbia corporation and a wholly-owned subsidiary of the Company (“Exchangeco”), and
securityholders of DelMar (BC). Pursuant to the Exchange Agreement, (i) the Company issued 4,340,417 shares of common stock (the
“Parent Shares”) to the shareholders of DelMar (BC) who are United States residents (the “U.S. Holders”) in exchange for the transfer to
Exchangeco of all 4,340,417 outstanding common shares of DelMar (BC) held by the U.S. Holders, (ii) the shareholders of DelMar (BC)
who are Canadian residents (the “Canadian Holders”) received, in exchange for the transfer to Exchangeco of all 8,729,583 outstanding
common shares of DelMar (BC) held by the Canadian Holders, 8,729,583 exchangeable shares (the “Exchangeable Shares”) of
Exchangeco, and (iii) outstanding warrants to purchase 3,360,000 common shares of DelMar (BC) and outstanding stock options to
purchase 1,020,000 common shares of DelMar (BC) were deemed to be amended such that, rather than entitling the holder to acquire
common shares of DelMar (BC), such options and warrants (as amended, the “Exchange Agreement Warrants”) will entitle the holders to
acquire shares of common stock of the Company. The Canadian Holders will be entitled to require Exchangeco to redeem (or, at the
option of the Company or Callco, to have the Company or Callco purchase) the Exchangeable Shares, and upon such redemption or
purchase to receive an equal number of shares of common stock of the Company.

Effective on the Closing Date, pursuant to the Exchange Agreement, DelMar (BC) became (indirectly through Exchangeco) a
wholly-owned subsidiary of the Company. The acquisition of DelMar (BC) is treated as a reverse acquisition (the “Reverse Acquisition™),
and the business of DelMar (BC) became the business of the Company. At the time of the Reverse Acquisition, Berry was not engaged in
any active business.
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On January 25, 2013, January 31, 2013, February 8, 2013, February 21, 2013, February 28, 2013, March 1, 2013, and March 6,
2013, the Company entered into and closed a series of subscription agreements with accredited investors (the “Private Offering
Investors”), pursuant to which the Company sold an aggregate of 13,125,002 Units, each Unit consisting of one share of common stock
and one five-year warrant (the “Investor Warrants”) to purchase one share of common stock at an initial exercise price of $0.80, for a
purchase price of $0.80 per Unit, for aggregate gross proceeds of $10,500,000 (the “Private Offering”). The exercise price of the Investor
Warrants is subject to adjustment in the event that the Company sells common stock at a price lower than the exercise price, subject to
certain exceptions. The Investor Warrants are redeemable by the Company at a price of $0.001 per Warrant at any time subject to the
conditions that (i) the Company’s common stock has traded for twenty (20) consecutive trading days with a closing price of at least $1.60
per share with an average trading volume of 50,000 shares per day and (ii) the underlying shares of common stock are registered.

In connection with the completion by the Company of its public offering of common stock and common stock purchase warrants
completed in the quarter ended September 30, 2015 (the “Public Offering”), the exercise price of the Investor Warrants was reduced to
$0.786.

Effective January 24, 2013, the Company effected a warrant dividend (the “Warrant Dividend”) pursuant to which the Company
issued one five-year warrant to purchase one share of common stock at an exercise price of $1.25 for each outstanding share of common
stock. Effective October 31, 2014, the Company entered into amendments (the “Dividend Warrant Amendments”) with holders of such
warrants (as amended, the “Dividend Warrants”). Pursuant to the Dividend Warrant Amendments, 3,250,007 Dividend Warrants were
amended to remove the provision requiring the Company to net cash settle the Dividend Warrants in the event the Company fails to
timely deliver shares of common stock upon exercise, and to remove the Company’s right to redeem the Dividend Warrants.

Pursuant to the Warrant Dividend, the Company issued an aggregate of 3,250,007 Dividend Warrants. The Dividend Warrants
have the same material terms as the Investor Warrants except as follows:

e The exercise price of the Dividend Warrants is $1.25, which will not be adjustable in the event of subsequent equity sales by the
Company at a lower price.

e The Dividend Warrants will only be exercisable at such times as the underlying shares of common stock are registered.

This prospectus includes the resale of (i) 15,536,749 shares of common stock issued in the Private Offering or issued upon
exercise of warrants issued in the Private Offering, (ii) 4,372,863 shares of common stock underlying the Investor Warrants issued in the
Private Offering, (iii) 3,250,007 shares of common stock underlying the Dividend Warrants, (iv) 481,490 shares of common stock issued
to certain selling stockholders for services, (v) 200,000 shares of common stock issuable upon exchange of Exchangeable Shares held by
certain selling stockholders, (vii) 150,050 Parent Shares held by certain selling stockholders, (viii) 200,000 shares of common stock
issued upon the exchange of Exchangeable Shares, and (ix) 50,000 shares of common stock issued upon the exercise of Exchange
Agreement Warrants.

Summary of the Shares offered by the Selling Stockholders .
The following is a summary of the shares being offered by the selling stockholders:
Common Stock offered by the selling stockholders Upto 24,241,159 shares of common stock, of which 7,622,870 shares are

issuable upon exercise of warrants and 200,000 shares are issuable upon
exchange of Exchangeable Shares.

Common Stock outstanding prior to the offering 39,477,556 (1)

Common Stock to be outstanding after the offering 47,300,426 assuming the full exercise of the warrants and full exchange of the
Exchangeable Shares the underlying shares of which are included in this
prospectus.

Use of proceeds We will not receive any proceeds from the sale of the common stock by the

selling stockholders.
(1) Based upon the total number of issued and outstanding shares as of November 16, 2015.

This prospectus also includes 4,371,575 shares of common stock issuable upon exercise of warrants issued by the Company
pursuant to the Company’s Public Offering, including 4,277,667 shares issuable upon exercise of warrants issued to the investors under
the Public Offering (the “Public Offering Warrants™) and 93,908 shares issued to the placement agents under the Public Offering (the
“2015 Agent Warrants”). The Public Offering Warrants have an exercise price of $0.75 and expire on July 31, 2020. The 2015 Agent
Warrants have an exercise price of $0.75 and expire on July 15, 2020.




Table of Contents

RISK FACTORS

An investment in the Company’s common stock involves a high degree of risk. Before you invest you should carefully consider
the risks and uncertainties described below and the other information in this prospectus. Our business, operating results and financial
condition could be harmed and the value of our stock could go down as a result of these risk factors. This means you could lose all or a part
of your investment.

Risks Related to Our Business
Our independent registered auditors have expressed substantial doubt about our ability to continue as a going concern.

Our audited financial statements for the fiscal year ended June 30, 2015, include an explanatory paragraph that such financial statements
were prepared assuming that we would continue as a going concern. As discussed in Note 1 to the consolidated financial statements for the
year ended June 30, 2015, included with this prospectus, because we have not begun to generate revenues and do not have the prospect of
generating revenues in the near future, have reported a net loss of $4,347,767 and negative cash flow from operations of $3,853,069 for the
year ended June 30, 2015, and have an accumulated deficit of $18,613,294 as of June 30, 2015, there is substantial doubt about our ability
to continue as a going concern. In addition, as of September 30, 2015, we have an accumulated deficit of $20,236,771 and we incurred a net
loss of $1,621,388 for the three months ended September 30, 2015. The consolidated financial statements do not include any adjustments
that might result from the outcome of this uncertainty. If we are unable to continue as a going concern, sharecholders may lose their entire
investments.

We have a limited operating history and a history of operating losses, and expect to incur significant additional operating losses.

We are an early stage company and there is limited historical financial information upon which to base an evaluation of our performance.
Our prospects must be considered in light of the uncertainties, risks, expenses, and difficulties frequently encountered by companies in their
early stages of operations. We expect to incur substantial additional net expenses over the next several years as our research, development
and commercial activities increase. The amount of future losses and when, if ever, we will achieve profitability are uncertain. Our ability to
generate revenue and achieve profitability will depend on, among other things, successful completion of the preclinical and clinical
development of our product candidate; obtaining necessary regulatory approvals from the U.S. Food and Drug Administration (“FDA”) and
international regulatory agencies; successful manufacturing, sales and marketing arrangements; and raising sufficient funds to finance our
activities. If we are unsuccessful at some or all of these undertakings, our business, prospects and results of operations may be materially
adversely affected.

Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish rights to
technologies or product candidates.

Until such time, if ever, as we can generate substantial product revenues, we expect to finance our cash needs through a combination of
public or private equity offerings, debt financings and/or license and development agreements with collaboration partners. We do not have
any committed external source of funds. To the extent that we raise additional capital through the sale of equity or convertible debt
securities, then-existing stockholders’ interests may be materially diluted, and the terms of such securities could include liquidation or other
preferences that adversely their rights as common stockholders. Debt financing and preferred equity financing, if available, may involve
agreements that include restrictive covenants that limit our ability to take specified actions, such as incurring additional debt, making
capital expenditures or declaring dividends. In addition, debt financing would result in fixed payment obligations.

If we raise funds through collaborations, strategic partnerships or marketing, distribution or licensing arrangements with third parties, we
may have to relinquish valuable rights to our technologies, future revenue streams, research programs or product candidates or grant
licenses on terms that may not be favorable to us. If we are unable to raise additional funds through equity or debt financings when needed,
we may be required to delay, limit, reduce or terminate our product development or future commercialization efforts or grant rights to
develop and market product candidates that we would otherwise prefer to develop and market ourselves.

We are an early-stage company with an unproven business strategy and may never achieve commercialization of our candidate
products or profitability.

We are at an early stage of development and commercialization of our technologies and product candidate. We have not yet begun to
market any products and, accordingly, have not begun or generate revenues from the commercialization of our product. Our product will
require significant additional clinical testing and investment prior to commercialization. A commitment of substantial resources by
ourselves and, potentially, our partners to conduct time-consuming research and clinical trials will be required if we are to complete the
development of our product candidate. There can be no assurance that our product candidate will meet applicable regulatory standards,
obtain required regulatory approvals, be capable of being produced in commercial quantities at reasonable costs or be successfully
marketed. Our product candidate is not expected to be commercially available for several years, if at all.
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We are currently focused on the development of a single product candidate.

Our product development efforts are currently focused on a single product, VAL-083, for which we are researching multiple indications. If
VAL-083 fails to achieve clinical endpoints or exhibits unanticipated toxicity or if a superior product is developed by a competitor, our
prospects for obtaining regulatory approval and commercialization may be negatively impacted. In the long term, we hope to establish a
pipeline of product candidates, and we have identified additional product candidates that we may be able to acquire or license in the future.
However, at this time we do not have any formal agreements granting us any rights to such additional product candidates.

Even if we are able to commercialize any product candidate that we develop, the product may become subject to unfavorable pricing
regulations, third party payor reimbursement practices or healthcare reform initiatives that could harm our business.

The commercial success of our product candidate will depend substantially, both domestically and abroad, on the extent to which the costs
of our product candidate will be paid by health maintenance, managed care, pharmacy benefit and similar healthcare management
organizations, or reimbursed by government health administration authorities (such as Medicare and Medicaid), private health coverage
insurers and other third party payors. If reimbursement is not available, or is available only to limited levels, we may not be able to
successfully commercialize our product candidate. Even if coverage is provided, the approved reimbursement amount may not be high
enough to allow us to establish and maintain pricing sufficient to realize a meaningful return on our investment.

There is significant uncertainty related to third party payor coverage and reimbursement of newly approved drugs. Marketing approvals,
pricing and reimbursement for new drug products vary widely from country to country. Some countries require approval of the sale price of
a drug before it can be marketed. In many countries, the pricing review period begins after marketing or product licensing approval is
granted. In some non-U.S. markets, prescription pharmaceutical pricing remains subject to continuing governmental control even after
initial approval is granted. As a result, we might obtain marketing approval for a product in a particular country, but then be subject to price
regulations that delay commercial launch of the product, possibly for lengthy time periods, which may negatively impact the revenues we
are able to generate from the sale of the product in that country. Adverse pricing limitations may hinder our ability to recoup our
investment in one or more product candidates, even if our product candidates obtain marketing approval.

Our ability to commercialize VAL-083 or any other product candidate will depend in part on the extent to which coverage and
reimbursement for these products and related treatments will be available from government health administration authorities, private health
insurers and other organizations. Government authorities and third party payors, such as private health insurers and health maintenance
organizations, decide which medications they will cover and establish reimbursement levels. The healthcare industry is acutely focused on
cost containment, both in the United States and elsewhere. Government authorities and third party payors have attempted to control costs
by limiting coverage and the amount of reimbursement for particular medications, which could affect our ability to sell our product
candidate profitably. These payors may not view our products, if any, as cost-effective, and coverage and reimbursement may not be
available to our customers, or may not be sufficient to allow our products, if any, to be marketed on a competitive basis. Cost-control
initiatives could cause us to decrease the price we might establish for products, which could result in lower than anticipated product
revenues. If the prices for our products, if any, decrease or if governmental and other third party payors do not provide adequate coverage
or reimbursement, our prospects for revenue and profitability will suffer.

There may also be delays in obtaining coverage and reimbursement for newly approved drugs, and coverage may be more limited than the
indications for which the drug is approved by the FDA or comparable non-U.S. regulatory authorities. Moreover, eligibility for
reimbursement does not imply that any drug will be paid for in all cases or at a rate that covers our costs, including research, development,
manufacture, sale and distribution. Reimbursement rates may vary, by way of example, according to the use of the drug and the clinical
setting in which it is used. Reimbursement rates may also be based on reimbursement levels already set for lower cost drugs or may be
incorporated into existing payments for other services.

In addition, increasingly, third party payors are requiring higher levels of evidence of the benefits and clinical outcomes of new
technologies and are challenging the prices charged. We cannot be sure that coverage will be available for any product candidate that we,
or they, commercialize and, if available, that the reimbursement rates will be adequate. Further, the net reimbursement for drug products
may be subject to additional reductions if there are changes to laws that presently restrict imports of drugs from countries where they may
be sold at lower prices than in the United States. An inability to promptly obtain coverage and adequate payment rates from both
government-funded and private payors for any our product candidates for which we obtain marketing approval could have a material
adverse effect on our operating results, our ability to raise capital needed to commercialize products and our overall financial condition.
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We are dependent on obtaining certain patents and protecting our proprietary rights.

Our success will depend, in part, on our ability to obtain patents, maintain trade secret protection and operate without infringing on the
proprietary rights of third parties or having third parties circumvent our rights. We have filed and are actively pursuing patent applications
for our products. The patent positions of biotechnology, biopharmaceutical and pharmaceutical companies can be highly uncertain and
involve complex legal and factual questions. Thus, there can be no assurance that any of our patent applications will result in the issuance
of patents, that we will develop additional proprietary products that are patentable, that any patents issued to us or those that already have
been issued will provide us with any competitive advantages or will not be challenged by any third parties, that the patents of others will
not impede our ability to do business or that third parties will not be able to circumvent our patents. Furthermore, there can be no assurance
that others will not independently develop similar products, duplicate any of our products not under patent protection, or, if patents are
issued to us, design around the patented products we developed or will develop.

We may be required to obtain licenses from third parties to avoid infringing patents or other proprietary rights. No assurance can be given
that any licenses required under any such patents or proprietary rights would be made available, if at all, on terms we find acceptable. If we
do not obtain such licenses, we could encounter delays in the introduction of products or could find that the development, manufacture or
sale of products requiring such licenses could be prohibited.

A number of pharmaceutical, biopharmaceutical and biotechnology companies and research and academic institutions have developed
technologies, filed patent applications or received patents on various technologies that may be related to or affect our business. Some of
these technologies, applications or patents may conflict with our technologies or patent applications. Such conflict could limit the scope of
the patents, if any, that we may be able to obtain or result in the denial of our patent applications. In addition, if patents that cover our
activities are issued to other companies, there can be no assurance that we would be able to obtain licenses to these patents at a reasonable
cost or be able to develop or obtain alternative technology. If we do not obtain such licenses, we could encounter delays in the introduction
of products, or could find that the development, manufacture or sale of products requiring such licenses could be prohibited. In addition, we
could incur substantial costs in defending ourselves in suits brought against us on patents it might infringe or in filing suits against others to
have such patents declared invalid.

Patent applications in the U.S. are maintained in secrecy and not published if either: i) the application is a provisional application or, ii) the
application is filed and we request no publication, and certify that the invention disclosed “has not and will not” be the subject of a
published foreign application. Otherwise, U.S. applications or foreign counterparts, if any, publish 18 months after the priority application
has been filed. Since publication of discoveries in the scientific or patent literature often lag behind actual discoveries, we cannot be certain
that we or any licensor were the first creator of inventions covered by pending patent applications or that we or such licensor was the first to
file patent applications for such inventions. Moreover, we might have to participate in interference proceedings declared by the U.S. Patent
and Trademark Office to determine priority of invention, which could result in substantial cost to us, even if the eventual outcome were
favorable to us. There can be no assurance that our patents, if issued, would be held valid or enforceable by a court or that a competitor’s
technology or product would be found to infringe such patents.

Moreover, we may be subject to third party preissuance submissions of prior art to the USPTO, or become involved in opposition,
derivation, reexamination, infer partes review, post-grant review or interference proceedings challenging our patent rights or the patent
rights of others. An adverse determination in any such submission, proceeding or litigation could reduce the scope of, or invalidate, our
patent rights, allow third parties to commercialize our technology or products and compete directly with us, without payment to us, or result
in our inability to manufacture or commercialize products without infringing third party patent rights.

Even if our patent applications issue as patents, they may not issue in a form that will provide us with any meaningful protection, prevent
competitors from competing with us, or otherwise provide us with any competitive advantage. Our competitors may be able to circumvent
our patents by developing similar or alternative technologies or products in a non-infringing manner.

The issuance of a patent is not conclusive as to its inventorship, scope, validity or enforceability, and our patents may be challenged in
courts or patent offices in the United States and abroad. Such challenges may result in loss of exclusivity or freedom to operate, or in patent
claims being narrowed, invalidated or held unenforceable, in whole or in part, which could limit our ability to stop others from using or
commercializing similar or identical technology and products, or limit the duration of the patent protection of our technology and products.
Given the amount of time required for the development, testing and regulatory review of new product candidates, patents protecting such
candidates might expire before or shortly after such candidates are commercialized. As a result, our owned and licensed patent portfolio
may not provide us with sufficient rights to exclude others from commercializing products similar or identical to ours.

In addition, the protection of intellectual property rights in China (where our clinical product candidate, VAL-083, is manufactured
pursuant to a collaboration agreement with the only manufacturer presently licensed by the China Food and Drug Administration to
produce the product for the China market, and where VAL-083 is approved for the treatment of CML and lung cancer) is relatively weak
compared to the United States, which may negatively affect our ability to generate royalty revenue from sales of VAL-083 in China.

Much of our know-how and technology may not be patentable. To protect our rights, we require employees, consultants, advisors and
collaborators to enter into confidentiality agreements. There can be no assurance, however, that these agreements will provide meaningful
protection for our trade secrets, know-how or other proprietary information in the event of any unauthorized use or disclosure. Further, our
business may be adversely affected by competitors who independently develop competing technologies, especially if we obtain no, or only
narrow, patent protection.
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Recent patent reform legislation could increase the uncertainties and costs surrounding the prosecution of our patent applications and
the enforcement or defense of our issued patents.

On September 16, 2011, the Leahy-Smith America Invents Act, or the Leahy-Smith Act, was signed into law. The Leahy-Smith Act

includes a number of significant changes to United States patent law. The Leahy-Smith Act includes provisions that affect the way patent
applications are prosecuted and affect patent litigation. The United States Patent and Trademark Office, or PTO, recently developed new
regulations and procedures to govern administration of the Leahy-Smith Act. However, many of the substantive changes to patent law
associated with the Leahy-Smith Act, and in particular, the first to file provisions, only became effective on March 16, 2013. Accordingly,

it is not clear what, if any, impact the Leahy-Smith Act will have on the operation of our business. However, the Leahy-Smith Act and its
implementation could increase the uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or
defense of our issued patents, all of which could have a material adverse effect on our business and financial condition.

We may be unable to protect our patents and proprietary rights.
Our future success will depend to a significant extent on our ability to:

e obtain and keep patent protection for our products and technologies on an international basis;

e enforce our patents to prevent others from using our inventions;

e maintain and prevent others from using our trade secrets; and

e operate and commercialize products without infringing on the patents or proprietary rights of others.
We can provide no assurance that our patent rights will afford any competitive advantages and these rights may be challenged or
circumvented by third parties. Further, patents may not be issued on any of our pending patent applications in the U.S. or abroad. Because
of the extensive time required for development, testing and regulatory review of a product candidate, it is possible that before a product
candidate can be commercialized, any related patent may expire, or remain in existence for only a short period following
commercialization, reducing or eliminating any advantage of the patent.
If we sue others for infringing our patents, a court may determine that such patents are invalid or unenforceable. Even if the validity of our
patent rights is upheld by a court, a court may not prevent the alleged infringement of our patent rights on the grounds that such activity is

not covered by our patent claims.

In addition, third parties may sue us for infringing their patents. In the event of a successful claim of infringement against us, we may be
required to:

e defend litigation or administrative proceedings;

e pay substantial damages;

e stop using our technologies and methods;

e stop certain research and development efforts;

e develop non-infringing products or methods; and

e obtain one or more licenses from third parties.
If required, we can provide no assurance that we will be able to obtain such licenses on acceptable terms, or at all. If we are sued for
infringement, we could encounter substantial delays in development, manufacture and commercialization of our product candidates. Any
litigation, whether to enforce our patent rights or to defend against allegations that we infringe third party rights, will be costly, time
consuming, and may distract management from other important tasks.
As is commonplace in the biotechnology and pharmaceutical industry, we employ individuals who were previously employed at other
biotechnology or pharmaceutical companies, including our competitors or potential competitors. To the extent our employees are involved
in research areas which are similar to those areas in which they were involved at their former employers, we may be subject to claims that
such employees and/or we have inadvertently or otherwise used or disclosed the alleged trade secrets or other proprietary information of

the former employers. Litigation may be necessary to defend against such claims, which could result in substantial costs and be a
distraction to management and which may have a material adverse effect on us, even if we are successful in defending such claims.
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We are subject to various government regulations.

The manufacture and sale of human therapeutic and diagnostic products in the U.S., Canada and foreign jurisdictions are governed by a
variety of statutes and regulations. These laws require approval of manufacturing facilities, controlled research and testing of products and
government review and approval of a submission containing manufacturing, preclinical and clinical data in order to obtain marketing
approval based on establishing the safety and efficacy of the product for each use sought, including adherence to current cGMP during
production and storage, and control of marketing activities, including advertising and labeling.

The product we are currently developing will require significant development, preclinical and clinical testing and investment of substantial
funds prior to its commercialization. The process of obtaining required approvals can be costly and time-consuming, and there can be no
assurance that future products will be successfully developed and will prove to be safe and effective in clinical trials or receive applicable
regulatory approvals. Markets other than the U.S. and Canada have similar restrictions. Potential investors and shareholders should be
aware of the risks, problems, delays, expenses and difficulties which we may encounter in view of the extensive regulatory environment
which controls our business.

If we are unable to keep up with rapid technological changes in our field or compete effectively, we will be unable to operate profitably.

We are engaged in a rapidly changing field. Other products and therapies that will compete directly with the products that we are seeking to
develop and market currently exist or are being developed. Competition from fully integrated pharmaceutical companies and more
established biotechnology companies is intense and is expected to increase. Most of these companies have significantly greater financial
resources and expertise in discovery and development, manufacturing, preclinical and clinical testing, obtaining regulatory approvals and
marketing than us. Smaller companies may also prove to be significant competitors, particularly through collaborative arrangements with
large pharmaceutical and established biopharmaceutical or biotechnology companies. Many of these competitors have significant products
that have been approved or are in development and operate large, well-funded discovery and development programs. Academic institutions,
governmental agencies and other public and private research organizations also conduct research, seek patent protection and establish
collaborative arrangements for therapeutic products and clinical development and marketing. These companies and institutions compete
with us in recruiting and retaining highly qualified scientific and management personnel. In addition to the above factors, we will face
competition based on product efficacy and safety, the timing and scope of regulatory approvals, availability of supply, marketing and sales
capability, reimbursement coverage, price and patent position. There is no assurance that our competitors will not develop more effective or
more affordable products, or achieve earlier patent protection or product commercialization, than our own.

Other companies may succeed in developing products earlier than ourselves, obtaining Health Canada, European Medicines Agency
(“EMA”) and FDA approvals for such products more rapidly than we will, or in developing products that are more effective than products
we propose to develop. While we will seek to expand our technological capabilities in order to remain competitive, there can be no
assurance that research and development by others will not render our technology or products obsolete or non-competitive or result in
treatments or cures superior to any therapy we develop, or that any therapy we develop will be preferred to any existing or newly developed
technologies.

We may request priority review for our product candidate in the future. The FDA may not grant priority review for our product
candidate. Moreover, even if the FDA designated such product for priority review, that designation may not lead to a faster regulatory
review or approval process and, in any event, would not assure FDA approval.

We may be eligible for priority review designation for our product candidate if the FDA determines such product candidate offers major
advances in treatment or provides a treatment where no adequate therapy exists. A priority review designation means that the goal for the
FDA to review an application is six months, rather than the standard review period of ten months. The FDA has broad discretion with
respect to whether or not to grant priority review status to a product candidate, so even if we believe a particular product candidate is
eligible for such designation or status, the FDA may decide not to grant it. Thus, while the FDA has granted priority review to other
oncology disease products, our product candidate, should we determine to seek priority review, may not receive similar designation.
Moreover, even if our product candidate is designated for priority review, such a designation does not necessarily mean a faster regulatory
review process or necessarily confer any advantage with respect to approval compared to conventional FDA procedures. Receiving priority
review from the FDA does not guarantee approval within an accelerated timeline or thereafter.

We believe we may in some instances be able to secure approval from the FDA or comparable non-U.S. regulatory authorities to use
accelerated development pathways. If we are unable to obtain such approval, we may be required to conduct additional preclinical
studies or clinical trials beyond those that we contemplate, which could increase the expense of obtaining, and delay the receipt of,
necessary marketing approvals.

We anticipate that we may seek an accelerated approval pathway for our product candidate. Under the accelerated approval provisions in
the Federal Food, Drug, and Cosmetic Act, or FDCA, and the FDA’s implementing regulations, the FDA may grant accelerated approval to

a product designed to treat a serious or life-threatening condition that provides meaningful therapeutic benefit over available therapies upon
a determination that the product has an effect on a surrogate endpoint or intermediate clinical endpoint that is reasonably likely to predict
clinical benefit. The FDA considers a clinical benefit to be a positive therapeutic effect that is clinically meaningful in the context of a given
disease, such as irreversible morbidity or mortality. For the purposes of accelerated approval, a surrogate endpoint is a marker, such as a
laboratory measurement, radiographic image, physical sign, or other measure that is thought to predict clinical benefit, but is not itself a
measure of clinical benefit. An intermediate clinical endpoint is a clinical endpoint that can be measured earlier than an effect on
irreversible morbidity or mortality that is reasonably likely to predict an effect on irreversible morbidity or mortality or other clinical
benefit. The accelerated approval pathway may be used in cases in which the advantage of a new drug over available therapy may not be a
direct therapeutic advantage, but is a clinically important improvement from a patient and public health perspective. If granted, accelerated
approval is usually contingent on the sponsor’s agreement to conduct, in a diligent manner, additional post-approval confirmatory studies to
verify and describe the drug’s clinical benefit. If such post-approval studies fail to confirm the drug’s clinical benefit, the FDA may



withdraw its approval of the drug.
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Prior to seeking such accelerated approval, we will seek feedback from the FDA and will otherwise evaluate our ability to seek and receive
such accelerated approval. There can also be no assurance that after our evaluation of the feedback and other factors we will decide to
pursue or submit a Biologics License Application, or BLA, or a New Drug Application, or NDA, for accelerated approval or any other
form of expedited development, review or approval. Similarly, there can be no assurance that after subsequent FDA feedback that we will
continue to pursue or apply for accelerated approval or any other form of expedited development, review or approval, even if we initially
decide to do so. Furthermore, if we decide to submit an application for accelerated approval or under another expedited regulatory
designation (e.g., breakthrough therapy designation), there can be no assurance that such submission or application will be accepted or that
any expedited development, review or approval will be granted on a timely basis, or at all. The FDA or other non-U.S. authorities could
also require us to conduct further studies prior to considering our application or granting approval of any type. A failure to obtain
accelerated approval or any other form of expedited development, review or approval for any of our product candidates that we determine
to seek accelerated approval for would result in a longer time period to commercialization of such product candidate, could increase the
cost of development of such product candidate and could harm our competitive position in the marketplace.

Clinical drug development involves a lengthy and expensive process with an uncertain outcome. We may incur additional costs or
experience delays in completing, or ultimately be unable to complete the development and commercialization of our product candidate.

Our only current product candidate is in clinical development and the risk of failure of our product candidate is high. It is impossible to
predict when or if our product candidate will prove effective or safe in humans or will receive regulatory approval. Before obtaining
marketing approval from regulatory authorities for the sale of any product candidate, we must complete preclinical development and then
conduct extensive clinical trials to demonstrate the safety and efficacy of our product candidate in humans. Clinical testing is expensive,
difficult to design and implement, can take many years to complete and is uncertain as to outcome. A failure of one or more clinical trials
can occur at any stage of testing. The clinical development of our product candidate is susceptible to the risk of failure inherent at any stage
of drug development, including failure to demonstrate efficacy in a clinical trial or across a broad population of patients, the occurrence of
severe or medically or commercially unacceptable adverse events, failure to comply with protocols or applicable regulatory requirements
and determination by the FDA or any comparable non-U.S. regulatory authority that a drug product is not safe or effective for its intended
uses. It is possible that even if our product candidate has a beneficial effect, that effect will not be detected during clinical evaluation as a
result of one or more of a variety of factors, including the size, duration, design, measurements, conduct or analysis of our clinical trials.
Conversely, as a result of the same factors, our clinical trials may indicate an apparent positive effect of a product candidate that is greater
than the actual positive effect, if any. Similarly, in our clinical trials we may fail to detect toxicity of or intolerability caused by our product
candidate, or mistakenly believe that our product candidate is toxic or not well tolerated when that is not in fact the case.

The outcome of preclinical studies and early clinical trials may not be predictive of the success of later clinical trials, and interim results of
a clinical trial do not necessarily predict final results. Many companies in the pharmaceutical and biotechnology industries have suffered
significant setbacks in late-stage clinical trials after achieving positive results in earlier development, and we cannot be certain that we will
not face additional setbacks.

The design of a clinical trial can determine whether its results will support approval of a product; however, flaws in the design of a clinical
trial may not become apparent until the clinical trial is well advanced or completed. We have limited experience in designing clinical trials
and may be unable to design and execute a clinical trial to support marketing approval. In addition, preclinical and clinical data are often
susceptible to varying interpretations and analyses. Many companies that believed their product candidates performed satisfactorily in
preclinical studies and clinical trials have nonetheless failed to obtain marketing approval for the product candidates. Even if we believe
that the results of clinical trials for our product candidate warrant marketing approval, the FDA or comparable non-U.S. regulatory
authorities may disagree and may not grant marketing approval of our product candidate.

In some instances, there can be significant variability in safety or efficacy results between different clinical trials of the same product
candidate due to numerous factors, including changes in trial procedures set forth in protocols, differences in the size and type of the patient
populations, changes in and adherence to the clinical trial protocols and the rate of dropout among clinical trial participants. Any Phase 2,
Phase 3 or other clinical trials that we may conduct may not demonstrate the efficacy and safety necessary to obtain regulatory approval to
market our product candidate.
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We have conducted, and may in the future conduct, clinical trials for certain of our product candidate at sites outside the United States,
and the FDA may not accept data from trials conducted in such locations.

We have conducted and may in the future choose to conduct one or more of our clinical trials outside the United States. Although the FDA
may accept data from clinical trials conducted outside the United States, acceptance of this data is subject to certain conditions imposed by
the FDA. For example, the clinical trial must be well designed and conducted and performed by qualified investigators in accordance with
ethical principles. The trial population must also adequately represent the U.S. population, and the data must be applicable to the U.S.
population and U.S. medical practice in ways that the FDA deems clinically meaningful. Generally, the patient population for any clinical
trials conducted outside of the United States must be representative of the population for whom we intend to seek approval in the United
States. In addition, while these clinical trials are subject to the applicable local laws, FDA acceptance of the data will be dependent upon its
determination that the trials also complied with all applicable U.S. laws and regulations. There can be no assurance that the FDA will
accept data from trials conducted outside of the United States. If the FDA does not accept the data from any of our clinical trials that we
determine to conduct outside the United States, it would likely result in the need for additional trials, which would be costly and time-
consuming and delay or permanently halt our development of the product candidate.

In addition, the conduct of clinical trials outside the United States could have a significant impact on us. Risks inherent in conducting
international clinical trials include:

e foreign regulatory requirements that could restrict or limit our ability to conduct our clinical trials;

e administrative burdens of conducting clinical trials under multiple foreign regulatory schema;

e foreign exchange fluctuations; and

e diminished protection of intellectual property in some countries.
If clinical trials of our product candidate fail to demonstrate safety and efficacy to the satisfaction of the FDA and comparable non-
U.S. regulators, we may incur additional costs or experience delays in completing, or ultimately be unable to complete, the development
and commercialization of our product candidate.
We are not permitted to commercialize, market, promote or sell any product candidate in the United States without obtaining marketing
approval from the FDA. Comparable non-U.S. regulatory authorities, such as the EMA, impose similar restrictions. We may never receive
such approvals. We must complete extensive preclinical development and clinical trials to demonstrate the safety and efficacy of our
product candidate in humans before we will be able to obtain these approvals.
Clinical testing is expensive, difficult to design and implement, can take many years to complete and is inherently uncertain as to outcome.
We have not previously submitted a BLA or an NDA to the FDA or similar drug approval filings to comparable non-U.S. regulatory
authorities for any product candidate.
Any inability to successfully complete preclinical and clinical development could result in additional costs to us and impair our ability to
generate revenues from product sales, regulatory and commercialization milestones and royalties. In addition, if (1) we are required to
conduct additional clinical trials or other testing of our product candidate beyond the trials and testing that we contemplate, (2) we are
unable to successfully complete clinical trials of our product candidate or other testing, (3) the results of these trials or tests are
unfavorable, uncertain or are only modestly favorable, or (4) there are unacceptable safety concerns associated with our product candidate,
we, in addition to incurring additional costs, may:

e be delayed in obtaining marketing approval for our product candidates;

e not obtain marketing approval at all;

e obtain approval for indications or patient populations that are not as broad as we intended or desired,

e obtain approval with labeling that includes significant use or distribution restrictions or significant safety warnings, including boxed
warnings;

e be subject to additional post-marketing testing or other requirements; or

e be required to remove the product from the market after obtaining marketing approval.
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If we experience any of a number of possible unforeseen events in connection with clinical trials of our product candidate, potential
marketing approval or commercialization of our product candidate could be delayed or prevented.

We may experience numerous unforeseen events during, or as a result of, clinical trials that could delay or prevent marketing approval of
our product candidate, including:

clinical trials of our product candidate may produce unfavorable or inconclusive results;
we may decide, or regulators may require us, to conduct additional clinical trials or abandon product development programs;

the number of patients required for clinical trials of our product candidate may be larger than we anticipate, patient enrollment in
these clinical trials may be slower than we anticipate or participants may drop out of these clinical trials at a higher rate than we
anticipate;

data safety monitoring committees may recommend suspension, termination or a clinical hold for various reasons, including
concerns about patient safety;

regulators or IRBs may suspend or terminate the trial or impose a clinical hold for various reasons, including noncompliance with
regulatory requirements or concerns about patient safety;

patients with serious, life-threatening diseases included in our clinical trials may die or suffer other adverse medical events for
reasons that may not be related to our product candidate;

participating patients may be subject to unacceptable health risks;
patients may not complete clinical trials due to safety issues, side effects, or other reasons;

changes in regulatory requirements and guidance may occur, which require us to amend clinical trial protocols to reflect these
changes;

our third party contractors, including those manufacturing our product candidate or components or ingredients thereof or conducting
clinical trials on our behalf, may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely
manner or at all;

regulators or institutional review boards, or IRBs may not authorize us or our investigators to commence a clinical trial or conduct a
clinical trial at a prospective trial site;

we may experience delays in reaching or fail to reach agreement on acceptable clinical trial contracts or clinical trial protocols with
prospective trial sites;

patients who enroll in a clinical trial may misrepresent their eligibility to do so or may otherwise not comply with the clinical trial
protocol, resulting in the need to drop the patients from the clinical trial, increase the needed enrollment size for the clinical trial or
extend the clinical trial’s duration;

we may have to suspend or terminate clinical trials of our product candidate for various reasons, including a finding that the
participants are being exposed to unacceptable health risks, undesirable side effects or other unexpected characteristics of a product
candidate;

regulators or IRBs may require that we or our investigators suspend or terminate clinical research for various reasons, including
noncompliance with regulatory requirements or their respective standards of conduct, a finding that the participants are being
exposed to unacceptable health risks, undesirable side effects or other unexpected characteristics of the product candidate or
findings of undesirable effects caused by a chemically or mechanistically similar drug or drug candidate;

the FDA or comparable non-U.S. regulatory authorities may disagree with our clinical trial design or our interpretation of data from
preclinical studies and clinical trials;

the FDA or comparable non-U.S. regulatory authorities may fail to approve or subsequently find fault with the manufacturing
processes or facilities of third party manufacturers with which we enter into agreements for clinical and commercial supplies;

the supply or quality of raw materials or manufactured product candidate or other materials necessary to conduct clinical trials of
our product candidate may be insufficient, inadequate, delayed, or not available at an acceptable cost, or we may experience
interruptions in supply; and

the approval policies or regulations of the FDA or comparable non-U.S. regulatory authorities may significantly change in a manner

rendering our clinical data insufficient to obtain marketing approval.
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Product development costs for us will increase if we experience delays in testing or pursuing marketing approvals and we may be required
to obtain additional funds to complete clinical trials and prepare for possible commercialization of our product candidate. We do not know
whether any preclinical tests or clinical trials will begin as planned, will need to be restructured or will be completed on schedule, or at all.
Significant preclinical or clinical trial delays also could shorten any periods during which we may have the exclusive right to
commercialize our product candidate or allow our competitors to bring products to market before we do and impair our ability to
successfully commercialize our product candidate and may harm our business and results of operations. In addition, many of the factors
that cause, or lead to, clinical trial delays may ultimately lead to the denial of marketing approval of our product candidate.

If we experience delays or difficulties in the enrollment of patients in clinical trials, we may not achieve our clinical development on our
anticipated timeline, or at all, and our receipt of necessary regulatory approvals could be delayed or prevented.

We may not be able to initiate or continue clinical trials for VAL-083 or any other product candidate if we are unable to locate and enroll a
sufficient number of eligible patients to participate in clinical trials. Patient enrollment is a significant factor in the timing of clinical trials,
and is affected by many factors, including:

e the size and nature of the patient population;

e the severity of the disease under investigation;

e the proximity of patients to clinical sites;

e the eligibility criteria for the trial;

e the design of the clinical trial,

e cfforts to facilitate timely enrollment;

e competing clinical trials; and

e clinicians’ and patients’ perceptions as to the potential advantages and risks of the drug being studied in relation to other available
therapies, including any new drugs that may be approved for the indications we are investigating.

Our inability to enroll a sufficient number of patients for our clinical trials could result in significant delays or may require us to abandon
one or more clinical trials altogether. Enrollment delays in our clinical trials may result in increased development costs for our product
candidate, delay or halt the development of and approval processes for our product candidate and jeopardize our ability to achieve our
clinical development timeline and goals, including the dates by which we will commence, complete and receive results from clinical trials.
Enrollment delays may also delay or jeopardize our ability to commence sales and generate revenues from our product candidate. Any of
the foregoing could cause the value of the Company to decline and limit our ability to obtain additional financing, if needed.

Positive results in previous clinical trials of VAL-083 may not be replicated in future clinical trials, which could result in development
delays or a failure to obtain marketing approval.

Positive results in previous clinical studies of VAL-083 may not be predictive of similar results in future clinical trials. Also, interim results
during a clinical trial do not necessarily predict final results. A number of companies in the pharmaceutical and biotechnology industries
have suffered significant setbacks in late-stage clinical trials even after achieving promising results in early-stage development.
Accordingly, the results from the completed preclinical studies and clinical trials for VAL-083 may not be predictive of the results we may
obtain in later stage trials. Our clinical trials may produce negative or inconclusive results, and we may decide, or regulators may require
us, to conduct additional clinical trials. Moreover, clinical data are often susceptible to varying interpretations and analyses, and many
companies that believed their product candidates performed satisfactorily in preclinical studies and clinical trials have nonetheless failed to
obtain FDA or EMA, or other regulatory agency, approval for their products.

FDA approval of VAL-083 may be denied.

There can be no assurance that the FDA will ultimately approve our NDA. The FDA may deny approval of VAL-083 for many reasons,
including:

e we may be unable to demonstrate to the satisfaction of the FDA that VAL-083 is safe and effective for its intended uses;

e the FDA may disagree with our interpretation of data from the clinical trials;

e we may be unable to demonstrate that any clinical or other benefits of VAL-083 outweigh any safety or other perceived risks; or
e we may not be able to successfully address any other issues raised by the FDA.

If VAL-083 fails to receive FDA approval, our business and prospects will be materially adversely impacted.
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We expect to rely on orphan drug status to develop and commercialize our product candidate, but our orphan drug designations may not
confer marketing exclusivity or other expected commercial benefits as anticipated.

Market exclusivity afforded by orphan drug designation is generally offered as an incentive to drug developers to invest in developing and
commercializing products for unique diseases that impact a limited number of patients. The FDA may grant orphan drug designation to
drugs intended to treat a rare disease or condition, which is generally a disease or condition that affects fewer than 200,000 individuals in
the United States. Qualification to maintain orphan drug status is generally monitored by the regulatory authorities during the orphan drug
exclusivity period, currently seven years from the date of approval in the United States.

We have been granted orphan drug designation in the United States for GBM and we expect to rely on orphan drug exclusivity for our
product candidate. It is possible that with the approval of VAL-083 in the United States, that the incidence and prevalence numbers for
GBM could change. Should the incidence and prevalence of GBM patients materially increase, it is possible that the orphan drug
designation, and related market exclusivity, in the United States could be lost. Further, while we have been granted this orphan designation,
the FDA can still approve different drugs for use in treating the same indication or disease, which would create a more competitive market
for us and our revenues will be diminished.

Further, for our product candidate, it is possible that another company also holding orphan drug designation for the same product candidate
will receive marketing approval for the same indication before we do. If that were to happen, our applications for that indication may not
be approved until the competing company’s period of exclusivity expires. Even if we are the first to obtain marketing authorization for an
orphan drug indication, there are circumstances under which a competing product may be approved for the same indication during the
seven-year period of marketing exclusivity, such as if the later product is shown to be clinically superior to the orphan product, or if the
later product is deemed a different product than ours. Further, the seven-year marketing exclusivity would not prevent competitors from
obtaining approval of the same product candidate as ours for indications other than those in which we have been granted orphan drug
designation, or for the use of other types of products in the same indications as our orphan product.

If the market opportunities for our product candidate are smaller than we believe they are, our revenues may be adversely affected and
our business may suffer. Because the target patient populations of our product candidate are small, we must be able to successfully
identify patients and capture a significant market share to achieve and maintain profitability.

We focus our research and product development on treatments for orphan cancer indications. Our projections of both the number of people
who have failed other therapies or have limited medical options, are based on estimates. These estimates may prove to be incorrect and new
studies may change the estimated incidence or prevalence. The number of patients in the United States, Europe and elsewhere may turn out
to be lower than expected or may not be otherwise amenable to treatment with our products, or new patients may become increasingly
difficult to identify or gain access to, all of which would adversely affect our results of operations and our business. Additionally, because
our target patient populations are small, we will be required to capture a significant market share to achieve and maintain profitability.

We may be required to suspend or discontinue clinical trials due to unexpected side effects or other safety risks that could preclude
approval of our product candidate.

Our clinical trials may be suspended at any time for a number of reasons. For example, we may voluntarily suspend or terminate our
clinical trials if at any time we believe that they present an unacceptable risk to the clinical trial patients. In addition, the FDA or other
regulatory agencies may order the temporary or permanent discontinuation of our clinical trials at any time if they believe that the clinical
trials are not being conducted in accordance with applicable regulatory requirements or that they present an unacceptable safety risk to the
clinical trial patients.

Administering any product candidate to humans may produce undesirable side effects. These side effects could interrupt, delay or halt
clinical trials of our product candidates and could result in the FDA or other regulatory authorities denying further development or
approval of our product candidates for any or all targeted indications. Ultimately, some or all of our product candidates may prove to be
unsafe for human use. Moreover, we could be subject to significant liability if any volunteer or patient suffers, or appears to suffer, adverse
health effects or even death as a result of participating in our clinical trials.

We may not receive regulatory approvals for our product candidate or there may be a delay in obtaining such approvals.

Our product and our ongoing development activities are subject to regulation by regulatory authorities in the countries in which we or our
collaborators and distributors wish to test, manufacture or market our products. For instance, the FDA will regulate the product in the U.S.
and equivalent authorities, such as the EMA, will regulate in Europe. Regulatory approval by these authorities will be subject to the
evaluation of data relating to the quality, efficacy and safety of the product for its proposed use, and there can be no assurance that the
regulatory authorities will find our data sufficient to support product approval of VAL-083.
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The time required to obtain regulatory approval varies between countries. In the U.S., for products without “Fast Track” status, it can take
up to eighteen (18) months after submission of an application for product approval to receive the FDA's decision. Even with Fast Track
status, FDA review and decision can take up to twelve (12) months. At present, we do not have Fast Track status for our clinical product
candidate, VAL-083.
Different regulators may impose their own requirements and may refuse to grant, or may require additional data before granting, an
approval, notwithstanding that regulatory approval may have been granted by other regulators. Regulatory approval may be delayed,
limited or denied for a number of reasons, including insufficient clinical data, the product not meeting safety or efficacy requirements or
any relevant manufacturing processes or facilities not meeting applicable requirements as well as case load at the regulatory agency at the
time.
We may fail to comply with regulatory requirements.
Our success will be dependent upon our ability, and our collaborative partners’ abilities, to maintain compliance with regulatory
requirements, including cGMP, and safety reporting obligations. The failure to comply with applicable regulatory requirements can result
in, among other things, fines, injunctions, civil penalties, total or partial suspension of regulatory approvals, refusal to approve pending
applications, recalls or seizures of products, operating and production restrictions and criminal prosecutions.
Even if our product candidate receives marketing approval, it may fail to achieve the degree of market acceptance by physicians,
patients, third party payors and others in the medical community necessary for commercial success and the market opportunity for the
product candidate may be smaller than we estimate.
We have never commercialized a product. Even if VAL-083 or any other product candidate is approved by the appropriate regulatory
authorities for marketing and sale, it may nonetheless fail to gain sufficient market acceptance by physicians, patients, third party payors
and others in the medical community. For example, physicians are often reluctant to switch their patients from existing therapies even when
new and potentially more effective or convenient treatments enter the market. Further, patients often acclimate to the therapy that they are
currently taking and do not want to switch unless their physicians recommend switching products or they are required to switch therapies
due to lack of reimbursement for existing therapies.
Efforts to educate the medical community and third party payors on the benefits of our product candidate may require significant resources
and may not be successful. If our product candidate is approved but does not achieve an adequate level of market acceptance, we may not
generate significant revenues and we may not become profitable. The degree of market acceptance of VAL-083 or any other product
candidate, if approved for commercial sale, will depend on a number of factors, including:

e the efficacy and safety of the product;

e the potential advantages of the product compared to alternative treatments;

e the prevalence and severity of any side effects;

e the clinical indications for which the product is approved;

e whether the product is designated under physician treatment guidelines as a first-line therapy or as a second- or third-line therapy;

e limitations or warnings, including distribution or use restrictions, contained in the product’s approved labeling;

e our ability to offer the product for sale at competitive prices;

e our ability to establish and maintain pricing sufficient to realize a meaningful return on our investment;

e the product’s convenience and ease of administration compared to alternative treatments;

e the willingness of the target patient population to try, and of physicians to prescribe, the product;

e the strength of sales, marketing and distribution support;

e the approval of other new products for the same indications;

e changes in the standard of care for the targeted indications for the product;
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e the timing of market introduction of our approved products as well as competitive products and other therapies;

availability and amount of reimbursement from government payors, managed care plans and other third party payors;

e adverse publicity about the product or favorable publicity about competitive products; and

potential product liability claims.

The potential market opportunities for our product candidate are difficult to estimate precisely. Our estimates of the potential market
opportunities are predicated on many assumptions, including industry knowledge and publications, third party research reports and other
surveys. While we believe that our internal assumptions are reasonable, these assumptions involve the exercise of significant judgment on
the part of our management, are inherently uncertain and the reasonableness of these assumptions has not been assessed by an independent
source. If any of the assumptions proves to be inaccurate, the actual markets for our product candidate could be smaller than our estimates
of the potential market opportunities.

If our product candidate receives marketing approval and we, or others, later discover that the drug is less effective than previously
believed or causes undesirable side effects that were not previously identified, our ability to market the drug could be compromised.

Clinical trials of our product candidate are conducted in carefully defined subsets of patients who have agreed to enter into clinical trials.
Consequently, it is possible that our clinical trials may indicate an apparent positive effect of a product candidate that is greater than the
actual positive effect, if any, or alternatively fail to identify undesirable side effects. If, following approval of our product candidate, we, or
others, discover that the drug is less effective than previously believed or causes undesirable side effects that were not previously identified,
any of the following adverse events could occur:

e regulatory authorities may withdraw their approval of the drug or seize the drug;

e we may be required to recall the drug or change the way the drug is administered;

e additional restrictions may be imposed on the marketing of, or the manufacturing processes for, the particular drug;

e we may be subject to fines, injunctions or the imposition of civil or criminal penalties;

e regulatory authorities may require the addition of labeling statements, such as a “black box” warning or a contraindication;

e we may be required to create a Medication Guide outlining the risks of the previously unidentified side effects for distribution to
patients;

e we could be sued and held liable for harm caused to patients;
e the drug may become less competitive; and
e our reputation may suffer.
Any of these events could have a material and adverse effect on our operations and business and could adversely impact our stock price.

Any product candidate for which we obtain marketing approval, along with the manufacturing processes, qualification testing, post-
approval clinical data, labeling and promotional activities for such product, will be subject to continual and additional requirements of
the FDA and other regulatory authorities.

These requirements include submissions of safety and other post-marketing information, reports, registration and listing requirements,
good manufacturing practices, or GMP requirements relating to quality control, quality assurance and corresponding maintenance of
records and documents, and recordkeeping. Even if marketing approval of our product candidate is granted, the approval may be subject to
limitations on the indicated uses for which the product may be marketed or to conditions of approval, or contain requirements for costly
post-marketing testing and surveillance to monitor the safety or efficacy of the product. The FDA closely regulates the post-approval
marketing and promotion of pharmaceutical products to ensure such products are marketed only for the approved indications and in
accordance with the provisions of the approved labeling.
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In addition, later discovery of previously unknown problems with our products, manufacturing processes, or failure to comply with
regulatory requirements, may lead to various adverse results, including:

e restrictions on such products, manufacturers or manufacturing processes;

e restrictions on the labeling or marketing of a product;

e restrictions on product distribution or use;

e requirements to conduct post-marketing clinical trials;

e requirements to institute a risk evaluation mitigation strategy, or REMS, to monitor safety of the product post-approval,
e warning letters issued by the FDA or other regulatory authorities;

e withdrawal of the products from the market;

e refusal to approve pending applications or supplements to approved applications that we submit;
e recall of products, fines, restitution or disgorgement of profits or revenue;

e suspension, revocation or withdrawal of marketing approvals;

e refusal to permit the import or export of our products; and

e injunctions or the imposition of civil or criminal penalties.

If we are unable to establish sales, marketing and distribution capabilities or enter into acceptable sales, marketing and distribution
arrangements with third parties, we may not be successful in commercializing any product candidates that we develop, if and when
those product candidates are approved.

We do not have a sales, marketing or distribution infrastructure and have limited experience in the sale, marketing or distribution of
pharmaceutical products. To achieve commercial success for any approved product, we must either develop a sales and marketing
organization, outsource these functions to third parties, or license our product candidates to others. If approved, we may seek to license
VAL-083 to a large pharmaceutical company with greater resources and experience than us. We may not be able license the VAL-083 on

reasonable terms, if at all. The development of sales, marketing and distribution capabilities will require substantial resources, will be time-
consuming and could delay any product launch. We expect that we will commence the development of these capabilities prior to receiving
approval of our product candidate. If the commercial launch of a product candidate for which we recruit a sales force and establish
marketing and distribution capabilities is delayed or does not occur for any reason, we could have prematurely or unnecessarily incurred
these commercialization costs. Such a delay may be costly, and our investment could be lost if we cannot retain or reposition our sales and
marketing personnel. In addition, we may not be able to hire or retain a sales force in the United States that is sufficient in size or has
adequate expertise in the medical markets that we plan to target. If we are unable to establish or retain a sales force and marketing and
distribution capabilities, our operating results may be adversely affected. If a potential partner has development or commercialization
expertise that we believe is particularly relevant to our product candidate, then we may seek to collaborate with that potential partner even
if we believe we could otherwise develop and commercialize the product independently.

We expect to seek one or more strategic partners for commercialization of our product candidate outside the United States. As a result of
entering into arrangements with third parties to perform sales, marketing and distribution services, our product revenues or the profitability
of these product revenues may be lower, perhaps substantially lower, than if we were to directly market and sell products in those markets.
Furthermore, we may be unsuccessful in entering into the necessary arrangements with third parties or may be unable to do so on terms that
are favorable to us. In addition, we may have little or no control over such third parties, and any of them may fail to devote the necessary
resources and attention to sell and market our products effectively.

If we do not establish sales and marketing capabilities, either on our own or in collaboration with third parties, we will not be successful in
commercializing our product candidate.

We face substantial competition from other pharmaceutical and biotechnology companies and our operating results may suffer if we
fail to compete effectively.

The development and commercialization of new drug products is highly competitive. We expect that we will face significant competition
from major pharmaceuti