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EXPLANATORY NOTE 

This registration statement contains two prospectuses:  
  

  

The base prospectus immediately follows this explanatory note. The specific terms of any securities to be offered pursuant to the base 
prospectus will be specified in a prospectus supplement to the base prospectus. The sales agreement prospectus immediately follows 
the base prospectus. The $50.0 million of common stock that may be offered, issued and sold under the sales agreement prospectus is 
included in the $250.0 million of securities that may be offered, issued and sold by us under the base prospectus.  

 •  a base prospectus which covers the offering, issuance and sale by us of up to $250.0 million in the aggregate of the 
securities identified above from time to time in one or more offerings; and 

 •  a sales agreement prospectus covering the offering, issuance and sale by us of up to a maximum aggregate offering price of 
$50.0 million of our common stock that may be issued and sold under a sales agreement with MLV & Co. LLC. 



The information in this 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 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.  
  

  

$250,000,000  
Common Stock  
Preferred Stock  

Warrants  
Units  

  

We may offer and sell, from time to time in one or more offerings, any combination of common stock, preferred stock, warrants or 
units having an aggregate initial offering price not exceeding $250,000,000. The preferred stock, warrants and units may be 
convertible or exercisable or exchangeable for common stock or preferred stock or other securities of ours. When we decide to sell a 
particular class or series of securities, we will provide specific terms of the offered securities in a prospectus supplement.  

We will provide specific terms of the offerings of our securities in supplements to this prospectus. The prospectus supplement may 
also add, update or change information in this prospectus. You should read this prospectus and any prospectus supplement, as well as 
the documents incorporated by reference or deemed to be incorporated by reference into this prospectus, carefully before you invest.  

This prospectus may not be used to offer or sell our securities unless accompanied by a prospectus supplement relating to the 
offered securities.  

Our common stock is presently traded on The NASDAQ Capital Market under the symbol “SRNE.” On November 3, 2014, the last 
reported sale price of our common stock was $4.55.  

These securities may be sold directly by us, through dealers or agents designated from time to time, to or through underwriters, 
dealers or through a combination of these methods on a continuous or delayed basis. See “Plan of Distribution” in this prospectus. We 
may also describe the plan of distribution for any particular offering of our securities in a prospectus supplement. If any agents, 
underwriters or dealers are involved in the sale of any securities in respect of which this prospectus is being delivered, we will 
disclose their names and the nature of our arrangements with them in a prospectus supplement. The net proceeds we expect to receive 
from any such sale will also be included in a prospectus supplement.  
  

Investing in our securities involves various risks. See “Risk Factors” beginning on page 2 for more 
information on these risks. Additional risks will be described in the related prospectus supplements 
under the heading “Risk Factors”. You should review that section of the related prospectus supplements 
for a discussion of matters that investors in our securities should consider.  

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these 
securities, or passed upon the adequacy or accuracy of this prospectus or any accompanying prospectus supplement. Any 
representation to the contrary is a criminal offense.  
  

The date of this Prospectus is                     , 2014. 

PROSPECTUS   SUBJECT TO COMPLETION,  DATED NOVEMBER 4, 2014
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ABOUT THIS PROSPECTUS 

This prospectus is part of a shelf registration statement that we filed with the Securities and Exchange Commission (the “SEC”) 
using a “shelf” registration process. Under this shelf registration process, we may sell any combination of the securities described in 
this prospectus in one or more offerings from time to time having an aggregate initial offering price of $250,000,000. This prospectus 
provides you with a general description of the securities we may offer. Each time we offer securities, we will provide you with a 
prospectus supplement that describes the specific amounts, prices and terms of the securities we offer. The prospectus supplement 
also may add, update or change information contained in this prospectus. You should read carefully both this prospectus and any 
prospectus supplement together with additional information described below under the caption “Where You Can Find More 
Information.”  

This prospectus does not contain all the information provided in the registration statement we filed with the SEC. You should 
read both this prospectus, including the section titled “Risk Factors,” and the accompanying prospectus supplement, together with the 
additional information described under the heading “Where You Can Find More Information.”  

You should rely only on the information contained or incorporated by reference in this prospectus or a prospectus supplement. 
We have not authorized any other person to provide you with different information. If anyone provides you with different or 
inconsistent information, you should not rely on it. This prospectus is not an offer to sell securities, and it is not soliciting an offer to 
buy securities in any jurisdiction where the offer or sale is not permitted. You should assume that the information appearing in this 
prospectus or any prospectus supplement, as well as information we have previously filed with the SEC and incorporated by 
reference, is accurate as of the date on the front of those documents only. Our business, financial condition, results of operations and 
prospects may have changed since those dates.  

THE COMPANY  

Business Overview  

We are a biopharmaceutical company engaged in the discovery, acquisition, development and commercialization of proprietary 
drug therapeutics for addressing significant unmet medical needs in the U.S., Europe and additional international markets. Our 
primary therapeutic focus is oncology, including the treatment of chronic cancer pain, but we are also developing therapeutic products 
for other indications, including immunology and infectious diseases. We currently have two clinical development programs 
underway: (i) our lead oncology drug product candidate Cynviloq™, a micellar diblock copolymeric paclitaxel formulation, and 
(ii) resiniferatoxin, a non-opiate, ultra potent and selective agonist of the TRPV-1 receptor for intractable pain in end-stage disease.  

Our pipeline also includes a number of preclinical fully human therapeutic antibodies, including our anti-PD-L1 and anti-PD-1 
monoclonal antibodies, or Abs, derived from our proprietary G-MAB® library platform, antibody drug conjugates, or ADCs. Our 
objective is to develop two classes of antibody drug products, therapeutic antibodies and ADCs: (i) First in Class, or FIC, and/or 
(ii) Best in Class, or BIC, which may offer greater efficacy and/or fewer adverse events or side effects as compared to existing drugs.  

Although we intend to retain ownership and control of some product candidates by advancing their development, we will also 
consider partnerships with pharmaceutical or biopharmaceutical companies in order to balance the risks associated with drug 
discovery and development and maximize our stockholders’ returns. Our partnering objectives include generating revenue through 
license fees, milestone-related development fees and royalties by licensing rights to our product candidates.  

Our goal is to deliver innovative, highly effective and safe treatment options to patients throughout the world. By working 
closely with scientists, doctors, patient organizations and other health care specialists, we are committed to improving the lives of 
patients and assisting their caregivers in their fight against serious diseases.  

Recent Developments  

Cynviloq™  

On October 14, 2014, we issued a press release announcing positive results from recently analyzed pharmacokinetic, or PK, data 
from the first eight patients enrolled in our ongoing TRIBECA™ (TRIal establishing BE between Cynviloq™ and Albumin-bound 
paclitaxel) registrational trial. The TRIBECA trial is expected to be completed in the first quarter of 2015 with an NDA submission in 
2015.  

License Agreement with Lee’s Pharmaceutical Holdings Limited  

        On October 3, 2014, we entered into a license agreement with Lee’s Pharmaceutical Holdings Limited, or Lee’s Pharma, 



pursuant to which Lee’s Pharma licensed our fully human immune-oncology anti-PD-L1 monoclonal antibody STI-A1014. Under the 
terms of the agreement, Lee’s Pharma received exclusive rights to develop and commercialize the STI-A1014 for the greater Chinese 
market, including Mainland China, Hong Kong, Macau, and Taiwan. In turn, we will receive an up-front payment, potential future 
milestone payments and high single digit to double digit royalties on future net sales. In total, we have the potential to receive more 
than $46 million upon the successful attainment of key milestones, excluding royalties, and retains all the rights to use data generated 
by Lee’s Pharma for territories outside of the greater Chinese market. Additionally, Lee’s Pharma purchased 400,000 shares of our 
common stock at a price of $9.00 per share, or an aggregate of $3.6 million.  
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Collaboration Agreement with Esai / Morphotek.  

On June 25, 2014, we entered into a collaboration agreement to generate novel ADCs based on a Morphotek antibody linked to 
chemotherapeutic agents using proprietary ADC Technology. Under the terms of the agreement, we will receive research fees, an up-
front payment, milestone payments and royalties on future net sales. Additionally, we have the potential to receive up to $50 million 
upon the successful attainment of key milestones.  

License and Development Agreement with Ark Animal Health, Inc., our wholly-owned subsidiary  

On June 18, 2014, we entered into a License and Development Agreement, or LDA, with our wholly-owned subsidiary Ark 
Animal Health, Inc., or Ark, whereby we granted Ark a license to develop and commercialize RTX for animal use only, in exchange 
for the issuance to us of 10,000,000 shares of Ark common stock valued at $13.1 million representing 100% of the outstanding shares 
of Ark.  

Corporate Information  

On September 21, 2009, QuikByte Software, Inc., a shell company, or QuikByte, acquired Sorrento Therapeutics, Inc., a 
privately held Delaware corporation, or STI, in a reverse merger, or Merger. Pursuant to the Merger, all of the issued and outstanding 
shares of STI common stock were exchanged into shares of QuikByte common stock and STI became a wholly owned subsidiary of 
QuikByte. STI and QuikByte reincorporated in Delaware in December 2009, and on December 4, 2009, STI merged with and into 
QuikByte, the separate corporate existence of STI ceased and QuikByte continued as the surviving corporation. Contemporaneously, 
QuikByte Software, Inc. changed its name to Sorrento Therapeutics, Inc. Our principal executive office is located at 6042 
Cornerstone Ct. West, Suite B, San Diego, California 92121. Our telephone number is (858) 210-3700 and our website address is 
www.sorrentotherapeutics.com. The information on our website is not a part of, and should not be construed as being incorporated by 
reference into, this prospectus supplement or the accompanying prospectus.  

RISK FACTORS  

You should carefully consider the risks described below before making an investment decision. The risks described below are 
not the only ones we face. Additional risks we are not presently aware of or that we currently believe are immaterial may also impair 
our business operations. Our business could be harmed by any of these risks. The trading price of our common stock could decline 
due to any of these risks, and you may lose all or part of your investment. In assessing these risks, you should also refer to the other 
information contained or incorporated by reference into this prospectus and any accompanying prospectus supplement, including our 
financial statements and related notes.  

Risks Related to Our Financial Position and Capital Requirements  

We are a development-stage company subject to all of the risks and uncertainties of a new business, including the risk that we or 
our partners may never develop, complete development or market any of our product candidates or generate product related 
revenues.  

We are a development-stage biopharmaceutical company that began operating and commenced research and development 
activities in 2009. Biopharmaceutical product development is a highly speculative undertaking and involves a substantial degree of 
risk. There is no assurance that our libraries of fully-human mAbs will be suitable for diagnostic or therapeutic use, or that we will be 
able to identify and isolate therapeutics product candidates, or develop, market and commercialize these candidates. We do not expect 
any of our fully-human mAb, ADC, RTX, Cynviloq or related companion diagnostic product candidates to be commercially available 
for a few years, if at all. Even if we are able to commercialize our product candidates, there is no assurance that these candidates 
would generate revenues or that any revenues generated would be sufficient for us to become profitable or thereafter maintain 
profitability.  

We do not have any products that are approved for commercial sale and therefore do not expect to generate any revenues from 
product sales in the foreseeable future, if ever.  

We have not generated any product related revenues to date, and do not expect to generate any such revenues for at least the 
next several years, if at all. To obtain revenues from sales of our product candidates, we must succeed, either alone or with third 
parties, in developing, obtaining regulatory approval for, manufacturing and marketing products with commercial potential. We may 
never succeed in these activities, and we may not generate sufficient revenues to continue our business operations or achieve 
profitability.  



We have incurred significant losses since inception and anticipate that we will incur continued losses for the foreseeable future.  

As of September 30, 2014, December 31, 2013 and 2012, we had an accumulated deficit of $59.0 million, $32.9 million and 
$11.0 million, respectively. We have incurred operating losses since our inception, expect to continue to incur significant operating 
losses for the foreseeable future, and we expect these losses to increase as we: (i) complete our bioequivalence, or BE, registration 
trial related to Cynviloq and prepare for our New Drug Application, or NDA, filing anticipated in 2015, (ii) advance RTX into clinical 
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trials and potentially pursue other human or veterinary indications, (iii) continue to identify and advance a number of potential mAb 
and ADC drug candidates into preclinical and clinical development activities, (iv) continue our development of, and seek regulatory 
approvals for, our product candidates, and begin to commercialize any approved products, and (v) expand our corporate 
infrastructure, including the costs associated with being a NASDAQ public company. As such, we are subject to all risks incidental to 
the development of new biopharmaceutical products and related companion diagnostics, and we may encounter unforeseen expenses, 
difficulties, complications, delays and other unknown factors that may adversely affect our business. Our prior losses, combined with 
expected future losses, have had and will continue to have an adverse effect on our stockholders’ equity and working capital.  

We will require substantial additional funding which may not be available to us on acceptable terms, or at all. If we fail to raise 
the necessary additional capital, we may be unable to complete the development and commercialization of our product candidates, 
or continue our development programs.  

Our operations have consumed substantial amounts of cash since inception. We expect to significantly increase our spending to 
advance the preclinical and clinical development of our product candidates and launch and commercialize any product candidates for 
which we receive regulatory approval, including building our own commercial organizations to address certain markets. We will 
require additional capital for the further development and commercialization of our product candidates, as well as to fund our other 
operating expenses and capital expenditures.  

We cannot be certain that additional funding will be available on acceptable terms, or at all. If we are unable to raise additional 
capital in sufficient amounts or on terms acceptable to us we may have to significantly delay, scale back or discontinue the 
development or commercialization of one or more of our product candidates. We may also seek collaborators for one or more of our 
current or future product candidates at an earlier stage than otherwise would be desirable or on terms that are less favorable than 
might otherwise be available. Any of these events could significantly harm our business, financial condition and prospects.  

Our future capital requirements will depend on many factors, including:  
  

  

  

  

  

  

  

  

  

  

In order to carry out our business plan and implement our strategy, we anticipate that we will need to obtain additional financing 
from time to time and may choose to raise additional funds through strategic collaborations, licensing arrangements, public or private 
equity or debt financing, bank lines of credit, asset sales, government grants, or other arrangements. We cannot be sure that any 
additional funding, if needed, will be available on terms favorable to us or at all. Furthermore, any additional equity or equity-related 
financing may be dilutive to our stockholders, and debt or equity financing, if available, may subject us to restrictive covenants and 
significant interest costs. If we obtain funding through a strategic collaboration or licensing arrangement, we may be required to 
relinquish our rights to certain of our product candidates or marketing territories.  

Further, there is uncertainty related to future National Institute of Health, or NIH, grant funding, and the NIH plans for new 
grants or cooperative agreements may be re-scoped, delayed, or canceled depending on the nature of the work and the availability of 
resources. As a result, we cannot assure you that we will receive any additional funding under our existing NIH grants, and we may 
not be successful in securing additional grants from the NIH in the future.  
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 •  the progress of the development of our fully-human mAb, ADC, RTX, Cynviloq or related companion diagnostic product 
candidates; 

 •  the number of product candidates we pursue; 

 •  the time and costs involved in obtaining regulatory approvals; 

 •  the costs involved in filing and prosecuting patent applications and enforcing or defending patent claims; 

 •  our plans to establish sales, marketing and/or manufacturing capabilities; 

 •  the effect of competing technological and market developments; 

 •  the terms and timing of any collaborative, licensing and other arrangements that we may establish; 

 •  general market conditions for offerings from biopharmaceutical companies; 

 •  our ability to establish, enforce and maintain selected strategic alliances and activities required for product 
commercialization; and 

 •  our revenues, if any, from successful development and commercialization of our product candidates. 



Our inability to raise capital when needed would harm our business, financial condition and results of operations, and could 
cause our stock price to decline or require that we wind down our operations altogether.  

Risks Related to Our Business and Industry  

We are heavily dependent on the success of our technologies and product candidates, and we cannot give any assurance that any 
of our product candidates will receive regulatory approval, which is necessary before they can be commercialized.  

To date, we have invested a significant portion of our efforts and financial resources in the acquisition and development of our 
product candidates. We have not demonstrated our ability to perform the functions necessary for the successful acquisition, 
development or commercialization of the technologies we are seeking to develop. As an early stage company, we have limited 
experience and have not yet demonstrated an ability to successfully overcome many of the risks and uncertainties frequently 
encountered by companies in new and rapidly evolving fields, particularly in the biopharmaceutical area. Our future success is 
substantially dependent on our ability to successfully develop, obtain regulatory approval for, and then successfully commercialize 
such product candidates. Our product candidates are currently in preclinical development or in clinical trials. Our business depends 
entirely on the successful development and commercialization of our product candidates, which may never occur. We currently 
generate no revenues from sales of any drugs, and we may never be able to develop or commercialize a marketable drug.  

The successful development, and any commercialization, of our technologies and any product candidates would require us to 
successfully perform a variety of functions, including:  
  

  

  

  

  

  

Our operations have been limited to organizing our company, acquiring, developing and securing our proprietary technology and 
identifying and obtaining early preclinical data or clinical data for various product candidates. These operations provide a limited 
basis for you to assess our ability to continue to develop our technology, identify product candidates, develop and commercialize any 
product candidates we are able to identify and enter into successful collaborative arrangements with other companies, as well as for 
you to assess the advisability of investing in our securities. Each of these requirements will require substantial time, effort and 
financial resources.  

Each of our product candidates will require additional preclinical or clinical development, management of preclinical, clinical 
and manufacturing activities, regulatory approval in multiple jurisdictions, obtaining manufacturing supply, building of a commercial 
organization, and significant marketing efforts before we generate any revenues from product sales. We are not permitted to market or 
promote any of our product candidates before we receive regulatory approval from the U.S. Food and Drug Administration, or FDA, 
or comparable foreign regulatory authorities, and we may never receive such regulatory approval for any of our product candidates. In 
addition, our product development programs contemplate the development of companion diagnostics by our third-party collaborators. 
Companion diagnostics are subject to regulation as medical devices and must themselves be pre-cleared or approved for marketing by 
the FDA or certain other foreign regulatory agencies before we may commercialize our product candidates.  

Clinical drug development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and 
trials may not be predictive of future trial results.  

Clinical testing is expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at 
any time during the clinical trial process. The results of preclinical studies and early clinical trials of our product candidates may not 
be predictive of the results of later-stage clinical trials. Product candidates in later stages of clinical trials may fail to show the desired 
safety and efficacy traits despite having progressed through preclinical studies and initial clinical trials. It is not uncommon for 
companies in the biopharmaceutical industry to suffer significant setbacks in advanced clinical trials due to lack of efficacy or adverse 
safety profiles, notwithstanding promising results in earlier trials. Our future clinical trial results may not be successful.  
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 •  developing our technology platform; 

 •  identifying, developing, manufacturing and commercializing product candidates; 

 •  entering into successful licensing and other arrangements with product development partners; 

 •  participating in regulatory approval processes; 

 •  formulating and manufacturing products; and 

 •  conducting sales and marketing activities. 



This drug candidate development risk is heightened by any changes in the planned clinical trials compared to the completed 
clinical trials. As product candidates are developed through preclinical to early and late stage clinical trials towards approval and 
commercialization, it is customary that various aspects of the development program, such as manufacturing and methods of 
administration, are altered along the way in an effort to optimize processes and results. While these types of changes are common and 
are intended to optimize the product candidates for late stage clinical trials, approval and commercialization, such changes do carry 
the risk that they will not achieve these intended objectives.  

We have not previously initiated or completed a corporate-sponsored clinical trial. Consequently, we may not have the necessary
capabilities, including adequate staffing, to successfully manage the execution and completion of any clinical trials we initiate, 
including our planned clinical trials of Cynviloq and RTX, in a way that leads to our obtaining marketing approval for our product 
candidates in a timely manner, or at all.  

In the event we are able to conduct a pivotal clinical trial of a product candidate, the results of such trial may not be adequate to 
support marketing approval. Because our product candidates are intended for use in life-threatening diseases, in some cases we 
ultimately intend to seek marketing approval for each product candidate based on the results of a single pivotal clinical trial. As a 
result, these trials may receive enhanced scrutiny from the FDA. For any such pivotal trial, if the FDA disagrees with our choice of 
primary endpoint or the results for the primary endpoint are not robust or significant relative to control, are subject to confounding 
factors, or are not adequately supported by other study endpoints, including possibly overall survival or complete response rate, the 
FDA may refuse to approve a biologics license application, or BLA, based on such pivotal trial. The FDA may require additional 
clinical trials as a condition for approving our product candidates.  

In some of our future trials, we may combine Cynviloq with other therapies such as chemotherapy or immunotherapy. We have 
not yet tested these combinations.  

Delays in clinical testing could result in increased costs to us and delay our ability to generate revenue.  

Although we are planning for certain clinical trials relating to Cynviloq and RTX, there can be no assurance that the FDA will 
accept our proposed trial designs. We may experience delays in our clinical trials and we do not know whether planned clinical trials 
will begin on time, need to be redesigned, enroll patients on time or be completed on schedule, if at all. Clinical trials can be delayed 
for a variety of reasons, including delays related to:  
  

  

  

  

  

  

  

  

  

Patient enrollment, a significant factor in the timing of clinical trials, is affected by many factors including the size and nature of 
the patient population, the proximity of patients to clinical sites, the eligibility criteria for the trial, the design of the clinical trial, 
competing clinical trials and clinicians’ and patients’ perceptions as to the potential advantages 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. Furthermore, we 
intend to rely on CROs and clinical trial sites to ensure the proper and timely conduct of our clinical trials and we intend to have 
agreements governing their committed activities, we will have limited influence over their actual performance.  

We could encounter delays if a clinical trial is suspended or terminated by us, by the IRBs of the institutions in which such trials 
are being conducted, by the Data Safety Monitoring Board, or DSMB, for such trial or by the FDA or other regulatory authorities. 
Such authorities may impose such a suspension or termination due to a number of factors, including failure to conduct the clinical 
trial  
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 •  obtaining regulatory approval to commence a trial; 

 •  reaching agreement on acceptable terms with prospective contract research organizations, or CROs, and clinical trial sites, 
the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and trial sites; 

 •  obtaining institutional review board, or IRB, approval at each site; 

 •  recruiting suitable patients to participate in a trial; 

 •  clinical sites deviating from trial protocol or dropping out of a trial; 

 •  having patients complete a trial or return for post-treatment follow-up; 

 •  developing and validating companion diagnostics on a timely basis, if required; 

 •  adding new clinical trial sites; or 

 •  manufacturing sufficient quantities of product candidate for use in clinical trials. 



in accordance with regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site by the FDA 
or other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side effects, failure to 
demonstrate a benefit from using a drug, changes in governmental regulations or administrative actions or lack of adequate funding to 
continue the clinical trial.  

If we experience delays in the completion of, or termination of, any clinical trial of our product candidates, the commercial 
prospects of our product candidates will be harmed, and our ability to generate product revenues from any of these product candidates 
will be delayed. In addition, any delays in completing our clinical trials will increase our costs, slow down our product candidate 
development and approval process and jeopardize our ability to commence product sales and generate revenues. Any of these 
occurrences may harm our business, financial condition and prospects significantly. In addition, many of the factors that cause, or 
lead to, a delay in the commencement or completion of clinical trials may also ultimately lead to the denial of regulatory approval of 
our product candidates.  

Competition for patients in conducting clinical trials may prevent or delay product development and strain our limited financial 
resources.  

Many pharmaceutical companies are conducting clinical trials in patients with the disease indications that our potential drug 
products target. As a result, we must compete with them for clinical sites, physicians and the limited number of patients who fulfill 
the stringent requirements for participation in clinical trials. Also, due to the confidential nature of clinical trials, we do not know how 
many of the eligible patients may be enrolled in competing studies and who are consequently not available to us for our clinical trials. 
Our clinical trials may be delayed or terminated due to the inability to enroll enough patients. Patient enrollment depends on many 
factors, including the size of the patient population, the nature of the trial protocol, the proximity of patients to clinical sites and the 
eligibility criteria for the study. The delay or inability to meet planned patient enrollment may result in increased costs and delays or 
termination of the trial, which could have a harmful effect on our ability to develop products.  

The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming and inherently 
unpredictable, and if we are ultimately unable to obtain regulatory approval for our product candidates, our business will be 
substantially harmed.  

The time required to obtain approval by the FDA and comparable foreign authorities is unpredictable but typically takes many 
years following the commencement of clinical trials and depends upon numerous factors, including the substantial discretion of the 
regulatory authorities. In addition, approval policies, regulations, or the type and amount of clinical data necessary to gain approval 
may change during the course of a product candidate’s clinical development and may vary among jurisdictions. We have not obtained 
regulatory approval for any product candidate and it is possible that none of our existing product candidates or any product candidates 
we may seek to develop in the future will ever obtain regulatory approval.  

Our product candidates could fail to receive regulatory approval for many reasons, including the following:  
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 •  the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of our clinical trials; 

 •  we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities that a product 
candidate is safe and effective for its proposed indication; 

 •  the results of clinical trials may not meet the level of statistical significance required by the FDA or comparable foreign 
regulatory authorities for approval; 

 •  the FDA or comparable foreign regulatory authorities may disagree with our interpretation of data from preclinical studies 
or clinical trials; 

 •  the data collected from clinical trials of our product candidates may not be sufficient to support the submission of an NDA 
or other submission or to obtain regulatory approval in the United States or elsewhere; 

 •  the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities of third-
party manufacturers with which we contract for clinical and commercial supplies; 

 •  the FDA or comparable foreign regulatory authorities may fail to approve the companion diagnostics we contemplate 
developing with partners; and 

 •  the approval policies or regulations of the FDA or comparable foreign regulatory authorities may significantly change in a 
manner rendering our clinical data insufficient for approval. 



This lengthy approval process as well as the unpredictability of future clinical trial results may result in our failing to obtain 
regulatory approval to market our product candidates, which would significantly harm our business, results of operations and 
prospects.  

In addition, even if we were to obtain approval, regulatory authorities may approve any of our product candidates for fewer or 
more limited indications than we request, may not approve the price we intend to charge for our products, may grant approval 
contingent on the performance of costly post-marketing clinical trials, or may approve a product candidate with a label that does not 
include the labeling claims necessary or desirable for the successful commercialization of that product candidate. Any of the 
foregoing scenarios could materially harm the commercial prospects for our product candidates.  

We have not previously submitted a BLA or NDA to the FDA, or similar drug approval filings to comparable foreign 
authorities, for any product candidate, and we cannot be certain that any of our product candidates will be successful in clinical trials 
or receive regulatory approval. Further, our product candidates may not receive regulatory approval even if they are successful in 
clinical trials. If we do not receive regulatory approvals for our product candidates, we may not be able to continue our operations. 
Even if we successfully obtain regulatory approvals to market one or more of our product candidates, our revenues will be dependent, 
in part, upon our collaborators’ ability to obtain regulatory approval of the companion diagnostics to be used with our product 
candidates, as well as the size of the markets in the territories for which we gain regulatory approval and have commercial rights. If 
the markets for patients that we are targeting for our product candidates are not as significant as we estimate, we may not generate 
significant revenues from sales of such products, if approved.  

We plan to seek regulatory approval to commercialize our product candidates both in the U.S., the European Union and in 
additional foreign countries. While the scope of regulatory approval is similar in other countries, to obtain separate regulatory 
approval in many other countries we must comply with numerous and varying regulatory requirements of such countries regarding 
safety and efficacy and governing, among other things, clinical trials and commercial sales, pricing and distribution of our product 
candidates, and we cannot predict success in these jurisdictions.  

Our most rapid and cost effective access to market approval for Cynviloq depends on meeting the conditions for approval under 
Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or FFDCA.  

We are seeking approval for Cynviloq under Section 505(b)(2) of the FFDCA, enacted as part of the Drug Price Competition 
and Patent Restoration Act of 1984, otherwise known as the Hatch-Waxman Act, which permits applicants to rely in part on 
preclinical and clinical data generated by third parties.  

Specifically, with respect to Cynviloq, we are relying in part on third party data on paclitaxel, which is the active ingredient 
in Cynviloq and the previously approved products Abraxane® and Taxol. There can be no assurance that the FDA will not require us 
to conduct additional preclinical or clinical studies or otherwise obtain new supplementary data with respect to some or all of the data 
upon which we may rely prior to approving a Cynviloq NDA. For instance, if bioequivalence, or BE, is not established between 
Abraxane and Cynviloq, then clinical trials to assess the safety and/or efficacy of our formulation may be needed.  

Our NDA also relies on prior FDA findings of safety and effectiveness of previously approved products, and we will make 
certifications in our NDA under Section 505(b)(2) requirements based on the listed patents in the FDA publication “Approved Drug 
Products with Therapeutics Equivalence Evaluations,” or the Orange Book, for certain of these referenced products. In the event that 
one or more patents is listed in the Orange Book for the referenced product after our submission of additional information in support 
of our NDA for Cynviloq, we may also be required to evaluate the applicability of these patents to Cynviloq and submit additional 
certifications. A paragraph III certification, stating that a listed patent has not expired, but will expire on a particular date, may delay 
the approval of Cynviloq until the expiration of the patent. A paragraph IV certification, stating that a listed patent is invalid, 
unenforceable, or not infringed by Cynviloq may require us to notify the patent owner and the holder of the NDA for the referenced 
product of the existence of the Cynviloq NDA, and may result in patent litigation against us and the entry of a 30-month stay of FDA 
ability to issue final approval of the 505(b)(2) NDA for Cynviloq.  

Our success also relies, in part, on obtaining Hatch-Waxman marketing exclusivity in connection with any approval of our NDA 
for Cynviloq. Such exclusivity protection would preclude the FDA from approving a marketing application for a duplicate 
of Cynviloq, a product candidate that the FDA views as having the same conditions of approval as Cynviloq (for example, the same 
indication, the same route of delivery and/or other conditions of use), or a 505(b)(2) NDA submitted to the FDA with Cynviloq as the 
reference product, for a period of three years from the date of Cynviloq approval, although the FDA may accept and commence 
review of such applications. This form of exclusivity may not prevent FDA approval of an NDA that relies only on its own data to 
support the change or innovation. Similarly, if, prior to approval of the Cynviloq NDA, another company obtains approval for a 
product candidate under, in the view of the FDA, the same conditions of approval that we are seeking for Cynviloq, Cynviloq could 
be blocked until the other company’s three-year Hatch-Waxman marketing exclusivity expires. 



Our approach to the discovery and development of product candidates that target ADCs is unproven, and we do not know whether 
we will be able to develop any products of commercial value.  

ADCs are emerging technologies and, consequently, it is conceivable that such technologies may ultimately fail to identify 
commercially viable drugs to treat human patients with cancer or other diseases.  
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Our product candidates may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval, 
limit the commercial profile of an approved label, or result in significant negative consequences following marketing approval, if any.  

Undesirable side effects caused by our product candidates could cause us or regulatory authorities to interrupt, delay or halt clinical 
trials and could result in a more restrictive label or the delay or denial of regulatory approval by the FDA or other comparable foreign 
authorities. To date, patients treated with Cynviloq have experienced drug-related side effects such as neutropenia, leukopenia, anemia, 
thrombocytopenia, peripheral neuropathy, myalgia nausea, vomiting, diarrhea, alopecia, rash, pruritus and hypersensitivity reactions. The 
clinical evaluation of Cynviloq is still in the early stages, but as is the case with all oncology drugs, it is likely that there may be side effects 
associated with its use. Results of our trials could reveal a high and unacceptable severity and prevalence of these or other side effects. In 
such an event, our trials could be suspended or terminated and the FDA or comparable foreign regulatory authorities could order us to cease 
further development of or deny approval of our product candidates for any or all targeted indications. The drug-related side effects could 
affect patient recruitment or the ability of enrolled patients to complete the trial or result in potential product liability claims. Any of these 
occurrences may harm our business, financial condition and prospects significantly.  

Additionally if one or more of our product candidates receives marketing approval, and we or others later identify undesirable side 
effects caused by such products, a number of potentially significant negative consequences could result, including:  
  

  

  

  

  

Any of these events could prevent us from achieving or maintaining market acceptance of the particular product candidate or for 
particular indications of a product candidate, if approved, and could significantly harm our business, results of operations and prospects.  

We rely on third parties to conduct our preclinical and clinical trials. If these third parties do not successfully perform their contractual 
legal and regulatory duties or meet expected deadlines, we may not be able to obtain regulatory approval for or commercialize our 
product candidates and our business could be substantially harmed.  

We have relied upon and plan to continue to rely upon third-party CROs to monitor and manage data for our ongoing preclinical and 
clinical programs. We rely on these parties for execution of our preclinical and clinical trials, and control only certain aspects of their 
activities. Nevertheless, we are responsible for ensuring that each of our studies is conducted in accordance with the applicable protocol, 
legal, regulatory and scientific standards, and our reliance on the CROs does not relieve us of our regulatory responsibilities. We and our 
CROs are required to comply with current good clinical practices, or cGCP, which are regulations and guidelines enforced by the FDA, the 
Competent Authorities of the Member States of the European Economic Area, or EEA, and comparable foreign regulatory authorities for all 
of our products in clinical development.  

Regulatory authorities enforce these cGCPs through periodic inspections of trial sponsors, principal investigators and trial sites. If we 
or any of our CROs fail to comply with applicable cGCPs, the clinical data generated in our clinical trials may be deemed unreliable and the 
FDA, the European Medicines Agency, or EMA, or comparable foreign regulatory authorities may require us to perform additional clinical 
trials before approving our marketing applications. We cannot assure you that upon inspection by a given regulatory authority, such 
regulatory authority will determine that any of our clinical trials comply with cGCP regulations. In addition, our clinical trials must be 
conducted with product produced under current good manufacturing practices, or cGMP, regulations. Our failure to comply with these 
regulations may require us to repeat clinical trials, which would delay the regulatory approval process.  

If any of our relationships with these third-party CROs terminate, we may not be able to enter into arrangements with alternative CROs 
or to do so on commercially reasonable terms. In addition, our CROs are not our employees, and except for remedies available to us under 
our agreements with such CROs, we cannot control whether or not they devote sufficient time and resources to our on-going clinical, 
nonclinical and preclinical programs. If CROs do not successfully carry out their contractual duties or obligations or meet expected 
deadlines, if they need to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere 
to our clinical protocols, regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we may 
not be able to obtain regulatory approval for or successfully commercialize our product candidates. As a result, our results of operations and 
the commercial prospects for our product candidates would be harmed, our costs could increase and our ability to generate revenues could be 
delayed.  
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 •  regulatory authorities may withdraw approvals of such product; 

 •  regulatory authorities may require additional warnings on the label; 

 •  we may be required to create a medication guide outlining the risks of such side effects for distribution to patients; 

 •  we could be sued and held liable for harm caused to patients; and 

 •  our reputation may suffer. 



Switching or adding additional CROs involves additional cost and requires management time and focus. In addition, there is a 
natural transition period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to 
meet our desired clinical development timelines. Though we carefully manage our relationships with our CROs, there can be no 
assurance that we will not encounter similar challenges or delays in the future or that these delays or challenges will not have a 
material adverse impact on our business, financial condition and prospects.  

We expect to rely on third parties to manufacture our clinical drug supplies and we intend to rely on third parties to produce 
commercial supplies of any approved product candidate, and our commercialization of any of our product candidates could be 
stopped, delayed or made less profitable if those third parties fail to obtain approval of the FDA or comparable foreign regulatory 
authorities, fail to provide us with sufficient quantities of drug product or fail to do so at acceptable quality levels or prices.  

We do not currently have nor do we plan to acquire the infrastructure or capability internally to manufacture our clinical drug 
supplies for use in the conduct of our clinical trials, and we lack the resources and the capability to manufacture any of our product 
candidates on a clinical or commercial scale. We do not control the manufacturing process of, and are completely dependent on, our 
contract manufacturing partners for compliance with the cGMP regulatory requirements for manufacture of both active drug 
substances and finished drug products. If our contract manufacturers cannot successfully manufacture material that conforms to the 
strict regulatory requirements of the FDA or others, they will not be able to secure and/or maintain regulatory approval for their 
manufacturing facilities. In addition, we have no control over the ability of our contract manufacturers to maintain adequate quality 
control, quality assurance and qualified personnel. If the FDA or a comparable foreign regulatory authority does not approve these 
facilities for the manufacture of our product candidates or if it withdraws any such approval in the future, we may need to find 
alternative manufacturing facilities, which would significantly impact our ability to develop, obtain regulatory approval for or market 
our product candidates, if approved.  

Material necessary to manufacture our product candidates may not be available on commercially reasonable terms, or at all, 
which may delay the development and commercialization of our product candidates.  

We rely on our manufacturers to produce or purchase from third-party suppliers the materials necessary to produce our product 
candidates for our clinical trials. There are a limited number of suppliers for raw materials that we use to manufacture our drugs and 
there may be a need to assess alternate suppliers to prevent a possible disruption of the manufacture of the materials necessary to 
produce our product candidates for our clinical trials, and if approved, ultimately for commercial sale. We do not have any control 
over the process or timing of the acquisition of these raw materials by our manufacturers. Except for the manufacture and supply of 
Cynviloq, we currently do not have any agreements for the commercial production of these raw materials. Any significant delay in the 
supply of a product candidate, or the raw material components thereof, for an ongoing clinical trial due to the need to replace a third-
party manufacturer could considerably delay completion of our clinical trials, product testing and potential regulatory approval of our 
product candidates. If our manufacturers or we are unable to purchase these raw materials after regulatory approval has been obtained 
for our product candidates, the commercial launch of our product candidates would be delayed or there would be a shortage in supply, 
which would impair our ability to generate revenues from the sale of our product candidates.  

We expect to continue to depend on third-party contract manufacturers for the foreseeable future. We have not entered into long-
term agreements with all of our current contract manufacturers or with any alternate fill/finish suppliers, and though we intend to do 
so prior to commercial launch in order to ensure that we maintain adequate supplies of finished drug product, we may be unable to 
enter into such an agreement or do so on commercially reasonable terms, which could have a material adverse impact upon our 
business. We currently obtain our supplies of finished drug product through individual purchase orders.  

We may not be able to manufacture our product candidates in commercial quantities, which would prevent us from 
commercializing our product candidates.  

We are dependent on our third party manufacturers to conduct process development and scale-up work necessary to support 
greater clinical development and commercialization requirements for our product candidates. Carrying out these activities in a timely 
manner, and on commercially reasonable terms, is critical to the successful development and commercialization of our product 
candidates. We expect our third-party manufacturers are capable of providing sufficient quantities of our product candidates to meet 
anticipated clinical and full-scale commercial demands, however if third parties with whom we currently work are unable to meet our 
supply requirements, we will need to secure alternate suppliers. While we believe that there are other contract manufacturers having 
the technical capabilities to manufacture our product candidates, we cannot be certain that identifying and establishing relationships 
with such sources would not result in significant delay or material additional costs.  

We currently have no sales and marketing organization. If we are unable to establish a direct sales force in the U.S. to promote 
our products, the commercial opportunity for our products may be diminished.  

We currently have no sales and marketing organization. If any of our product candidates are approved by the FDA, we intend to 



market that product through our own sales force. We will incur significant additional expenses and commit significant additional 
management resources to establish our sales force. We may not be able to establish these capabilities despite these additional 
expenditures. We will also have to compete with other pharmaceutical and biotechnology companies to recruit, hire and train sales 
and marketing personnel. If we elect to rely on third parties to sell our product candidates in the U.S., we may receive less revenue 
than if we sold our products directly. In addition, although we would intend to use due diligence in monitoring their activities, we 
may have little or no control over the sales efforts of those third parties. In the event we are unable to develop our own sales force or 
collaborate with a third party to sell our product candidates, we may not be able to commercialize our product candidates which 
would negatively impact our ability to generate revenue.  
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We may need others to market and commercialize our product candidates in international markets.  

In the future, if appropriate regulatory approvals are obtained, we may commercialize our product candidates in international 
markets. However, we have not decided how to commercialize our product candidates in those markets. We may decide to build our 
own sales force or sell our products through third parties. If we decide to sell our product candidates in international markets through 
a third party, we may not be able to enter into any marketing arrangements on favorable terms or at all. In addition, these 
arrangements could result in lower levels of income to us than if we marketed our product candidates entirely on our own. If we are 
unable to enter into a marketing arrangement for our product candidates in international markets, we may not be able to develop an 
effective international sales force to successfully commercialize those products in international markets. If we fail to enter into 
marketing arrangements for our products and are unable to develop an effective international sales force, our ability to generate 
revenue would be limited.  

Even if we receive regulatory approval for any of our product candidates, we will be subject to ongoing obligations and continued 
regulatory review, which may result in significant additional expense. Additionally, our product candidates, if approved, could be 
subject to labeling and other restrictions and market withdrawal and we may be subject to penalties if we fail to comply with 
regulatory requirements or experience unanticipated problems with our products.  

Any regulatory approvals that we receive for our product candidates may also be subject to limitations on the approved indicated 
uses for which the product may be marketed or to the conditions of approval, or contain requirements for potentially costly post-
marketing testing, including Phase IV clinical trials, and surveillance to monitor the safety and efficacy of the product candidate. In 
addition, if the FDA or a comparable foreign regulatory authority approves any of our product candidates, the manufacturing 
processes, labeling, packaging, distribution, adverse event reporting, storage, advertising, promotion and recordkeeping for the 
product will be subject to extensive and ongoing regulatory requirements. These requirements include submissions of safety and other 
post-marketing information and reports, registration, as well as continued compliance with cGMPs and cGCPs for any clinical trials 
that we conduct post-approval. The future discovery of previously unknown problems with a product, including adverse events of 
unanticipated severity or frequency, or with our third-party manufacturers or manufacturing processes, or failure to comply with 
regulatory requirements, may result in, among other things:  
  

  

  

  

  

The FDA’s policies may change and additional government regulations may be enacted that could prevent, limit or delay 
regulatory approval of our product candidates. If we are slow or unable to adapt to changes in existing requirements or the adoption of 
new requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing approval that we 
may have obtained, which would adversely affect our business, prospects and ability to achieve or sustain profitability.  

We will need to obtain FDA approval of any proposed product brand names, and any failure or delay associated with such 
approval may adversely impact our business.  

A pharmaceutical product cannot be marketed in the U.S. or other countries until we have completed rigorous and extensive 
regulatory review processes, including approval of a brand name. Any brand names we intend to use for our product candidates will 
require approval from the FDA regardless of whether we have secured a formal trademark registration from the U.S. Patent and 
Trademark Office, or the PTO. The FDA typically conducts a review of proposed product brand names, including an evaluation of 
potential for confusion with other product names. The FDA may also object to a product brand name if we believe the name 
inappropriately implies medical claims. If the FDA objects to any of our proposed product brand names, we may be required to adopt 
an alternative brand name for our product candidates. If we adopt an alternative brand name, we would lose the benefit of our existing 
trademark applications for such product candidate and may be required to expend significant additional resources in an effort to 
identify a suitable product brand name that would qualify under applicable trademark laws, not infringe the existing rights of third 
parties and be acceptable to the FDA. We may be unable to build a successful brand identity for a new trademark in a timely manner 
or at all, which would limit our ability to commercialize our product candidates.  
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 •  restrictions on the marketing or manufacturing of the product, withdrawal of the product from the market, or voluntary or 
mandatory product recalls; 

 •  fines, warning letters or holds on clinical trials; 

 •  refusal by the FDA to approve pending applications or supplements to approved applications filed by us, or suspension or 
revocation of product license approvals; 

 •  product seizure or detention, or refusal to permit the import or export of products; and 

 •  injunctions or the imposition of civil or criminal penalties. 



Our failure to successfully discover, acquire, develop and market additional product candidates or approved products would 
impair our ability to grow.  

As part of our growth strategy, we intend to develop and market additional products and product candidates. We are pursuing 
various therapeutic opportunities through our pipeline. We may spend several years completing our development of any particular 
current or future internal product candidate, and failure can occur at any stage. The product candidates to which we allocate our 
resources may not end up being successful. In addition, because our internal research capabilities are limited, we may be dependent 
upon pharmaceutical and biotechnology companies, academic scientists and other researchers to sell or license products or technology 
to us. The success of this strategy depends partly upon our ability to identify, select, discover and acquire promising pharmaceutical 
product candidates and products. Failure of this strategy would impair our ability to grow.  

The process of proposing, negotiating and implementing a license or acquisition of a product candidate or approved product is 
lengthy and complex. Other companies, including some with substantially greater financial, marketing and sales resources, may 
compete with us for the license or acquisition of product candidates and approved products. We have limited resources to identify and 
execute the acquisition or in-licensing of third-party products, businesses and technologies and integrate them into our current 
infrastructure. Moreover, we may devote resources to potential acquisitions or in-licensing opportunities that are never completed, or 
we may fail to realize the anticipated benefits of such efforts. We may not be able to acquire the rights to additional product 
candidates on terms that we find acceptable, or at all.  

In addition, future acquisitions may entail numerous operational and financial risks, including:  
  

  

  

  

  

  

  

  

Further, any product candidate that we acquire may require additional development efforts prior to commercial sale, including 
extensive clinical testing and approval by the FDA and applicable foreign regulatory authorities. All product candidates are prone to 
risks of failure typical of pharmaceutical product development, including the possibility that a product candidate will not be shown to 
be sufficiently safe and effective for approval by regulatory authorities.  

Our commercial success depends upon us attaining significant market acceptance of our product candidates, if approved for sale, 
among physicians, patients, healthcare payors and major operators of cancer and other clinics.  

Even if we obtain regulatory approval for our product candidates, the product may not gain market acceptance among 
physicians, health care payors, patients and the medical community, which are critical to commercial success. Market acceptance of 
any product candidate for which we receive approval depends on a number of factors, including:  
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 •  disruption of our business and diversion of our management’s time and attention to develop acquired products or 
technologies; 

 •  incurrence of substantial debt, dilutive issuances of securities or depletion of cash to pay for acquisitions; 

 •  higher than expected acquisition and integration costs; 

 •  difficulty in combining the operations and personnel of any acquired businesses with our operations and personnel; 

 •  increased amortization expenses; 

 •  impairment of relationships with key suppliers or customers of any acquired businesses due to changes in management and 
ownership; 

 •  inability to motivate key employees of any acquired businesses; and 

 •  assumption of known and unknown liabilities. 

 •  the efficacy and safety as demonstrated in clinical trials; 

 •  the timing of market introduction of such product candidate as well as competitive products; 

 •  the clinical indications for which the drug is approved; 

 •  acceptance by physicians, major operators of cancer clinics and patients of the drug as a safe and effective treatment; 



  

  

  

  

  

  

  

If any product candidate that we develop does not provide a treatment regimen that is as beneficial as, or is perceived as being as 
beneficial as, the current standard of care or otherwise does not provide patient benefit, that product candidate, if approved for 
commercial sale by the FDA or other regulatory authorities, likely will not achieve market acceptance. Our ability to effectively 
promote and sell any approved products will also depend on pricing and cost-effectiveness, including our ability to produce a product 
at a competitive price and our ability to obtain sufficient third-party coverage or reimbursement. If any product candidate is approved 
but does not achieve an adequate level of acceptance by physicians, patients and third-party payors, our ability to generate revenues 
from that product would be substantially reduced. In addition, our efforts to educate the medical community and third-party payors on 
the benefits of our product candidates may require significant resources, may be constrained by FDA rules and policies on product 
promotion, and may never be successful.  

If we fail to develop Cynviloq for additional indications, our commercial opportunity will be limited.  

To date, our initial focus has been on the development of Cynviloq for the treatment of metastatic breast cancer, or MBC, and 
non-small cell lung cancer, or NSCLC. A key element of our strategy is to pursue clinical development of Cynviloq for bladder 
cancer and ovarian cancer, and potentially for other indications. Although we believe there is large commercial opportunity for the 
treatment of MBC and NSCLC alone, our ability to generate and grow revenues will be highly dependent on our ability to 
successfully develop and commercialize Cynviloq for the treatment of additional indications. The development of Cynviloq for 
additional indications is prone to the risks of failure inherent in drug development and we cannot provide you any assurance that we 
will be able to successfully advance any of these programs through the development process. Even if we receive FDA approval to 
market Cynviloq for the treatment of any additional indications, we cannot assure you that any such indications will be successfully 
commercialized, widely accepted in the marketplace or more effective than other commercially available alternatives. If we are 
unable to successfully develop and commercialize Cynviloq for additional indications, our commercial opportunity will be limited 
and our business prospects will suffer.  

If we cannot compete successfully against other biotechnology and pharmaceutical companies, we may not be successful in 
developing and commercializing our technology and our business will suffer.  

The biotechnology and pharmaceutical industries are characterized by intense competition and rapid technological advances, 
both in the U.S. and internationally. In addition, the competition in the oncology market is intense. For example, our late-stage 
product candidate, Cynviloq, may compete directly with a marketed product, Abraxane, for certain cancer indications. Abraxane is 
already approved for MBC, NSCLC and pancreatic cancer, and approval is being pursued for and melanoma cancer. Even if we are 
able to develop our proprietary platform technology and additional antibody libraries, each will compete with a number of existing 
and future technologies and product candidates developed, manufactured and marketed by others. Specifically, we will compete 
against fully integrated pharmaceutical companies and smaller companies that are collaborating with larger pharmaceutical 
companies, academic institutions, government agencies and other public and private research organizations. Many of these 
competitors have validated technologies with products already FDA-approved or in various stages of development. In addition, many 
of these competitors, either alone or together with their collaborative partners, operate larger research and development programs and 
have substantially greater financial resources than we do, as well as significantly greater experience in:  
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 •  the safety of such product candidate seen in a broader patient group, including its use outside the approved indications; 

 •  the availability, cost and potential advantages of alternative treatments, including less expensive generic drugs; 

 •  the availability of adequate reimbursement and pricing by third-party payors and government authorities; 

 •  the relative convenience and ease of administration of Cynviloq for clinical practices; 

 •  the product labeling or product insert required by the FDA or regulatory authority in other countries; 

 •  the approval, availability, market acceptance and reimbursement for a companion diagnostic, if any; 

 •  the prevalence and severity of adverse side effects; and 

 •  the effectiveness of our sales and marketing efforts. 

 •  developing product candidates and technologies generally; 



  

  

  

Many of our competitors have substantially greater financial, technical and other resources, such as larger research and 
development staff and experienced marketing and manufacturing organizations. Additional mergers and acquisitions in the 
biotechnology and pharmaceutical industries may result in even more resources being concentrated in our competitors. As a result, 
these companies may obtain regulatory approval more rapidly than we are able and may be more effective in selling and marketing 
their products as well. Smaller or early-stage companies or generic pharmaceutical manufacturers may also prove to be significant 
competitors, particularly through collaborative arrangements with large, established companies. Competition may increase further as 
a result of advances in the commercial applicability of technologies and greater availability of capital for investment in these 
industries. Our competitors may succeed in developing, acquiring or licensing on an exclusive basis drug products that are more 
effective or less costly than any drug candidate that we are currently developing or that we may develop. If approved, our product 
candidates will face competition from commercially available drugs as well as drugs that are in the development pipelines of our 
competitors and later enter the market.  

Established pharmaceutical companies may invest heavily to accelerate discovery and development of novel compounds or to 
in-license novel compounds that could make our product candidates less competitive. In addition, any new product that competes with 
an approved product must demonstrate compelling advantages in efficacy, convenience, tolerability and safety in order to overcome 
price competition and to be commercially successful. Accordingly, our competitors may succeed in obtaining patent protection, 
receiving FDA, EMA or other regulatory approval or discovering, developing and commercializing medicines before we do, which 
would have a material adverse impact on our business. If our technologies fail to compete effectively against third party technologies, 
our business will be adversely impacted.  

We expect that our ability to compete effectively will depend upon our ability to:  
  

  

  

  

  

Because we will be competing against significantly larger companies with established track records, we will have to demonstrate 
that, based on experience, clinical data, side-effect profiles and other factors, our products, if approved, are competitive with other 
products.  

If approved, Cynviloq will face competition from less expensive generic products of competitors and, if we are unable to 
differentiate the benefits of Cynviloq over these less expensive alternatives, we may never generate meaningful product revenues.  

Generic paclitaxel therapies are typically sold at lower prices than branded paclitaxel therapies and are generally preferred by 
hospital formularies and managed care providers of health services. We anticipate that, if approved, Cynviloq will face increasing 
competition in the form of generic versions of branded products of competitors that have lost or will lose their patent exclusivity. For 
example, Cynviloq if approved, will initially face competition from the less expensive generic forms of paclitaxel that are currently 
available such as Taxol, and, in the future, would face additional competition from a generic form of Abraxane when the patents 
covering it begin to expire in approximately 2022, or earlier if the patents are successfully challenged. If we are unable to demonstrate 
to physicians and payers that the key differentiating features of Cynviloq translate to overall clinical benefit or lower cost of care, we 
may not be able to compete with generic alternatives.  
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 •  undertaking preclinical testing and clinical trials; 

 •  obtaining FDA and other regulatory approvals of product candidates; 

 •  formulating and manufacturing product candidates; and 

 •  launching, marketing and selling product candidates. 

 •  successfully and rapidly complete clinical trials and submit for and obtain all requisite regulatory approvals in a cost-
effective manner; 

 •  maintain a proprietary position for our products and manufacturing processes and other related product technology; 

 •  attract and retain key personnel; 

 •  develop relationships with physicians prescribing these products; and 

 •  build an adequate sales and marketing infrastructure for our product candidates. 



Reimbursement may be limited or unavailable in certain market segments for our product candidates, which could make it 
difficult for us to sell our products profitably.  

There is significant uncertainty related to the third-party coverage and reimbursement of newly approved drugs. We intend to 
seek approval to market our product candidates in the U.S., Europe and other selected foreign jurisdictions. Market acceptance and 
sales of our product candidates in both domestic and international markets will depend significantly on the availability of adequate 
coverage and reimbursement from third-party payors for any of our product candidates and may be affected by existing and future 
health care reform measures. Government and other third-party payors are increasingly attempting to contain healthcare costs by 
limiting both coverage and the level of reimbursement for new drugs and, as a result, they may not cover or provide adequate 
payment for our product candidates. These payors may conclude that our product candidates are less safe, less effective or less cost-
effective than existing or future introduced products, and third-party payors may not approve our product candidates for coverage and 
reimbursement or may cease providing coverage and reimbursement for these product candidates.  

Obtaining coverage and reimbursement approval for a product from a government or other third-party payor is a time consuming 
and costly process that could require us to provide to the payor supporting scientific, clinical and cost-effectiveness data for the use of 
our products. We may not be able to provide data sufficient to gain acceptance with respect to coverage and reimbursement. If 
reimbursement of our future products is unavailable or limited in scope or amount, or if pricing is set at unsatisfactory levels, we may 
be unable to achieve or sustain profitability.  

In some foreign countries, particularly in the European Union, the pricing of prescription pharmaceuticals is subject to 
governmental control. In these countries, pricing negotiations with governmental authorities can take considerable time after the 
receipt of marketing approval for a product candidate. To obtain reimbursement or pricing approval in some countries, we may be 
required to conduct additional clinical trials that compare the cost-effectiveness of our product candidates to other available therapies. 
If reimbursement of our product candidates is unavailable or limited in scope or amount in a particular country, or if pricing is set at 
unsatisfactory levels, we may be unable to achieve or sustain profitability of our products in such country.  

Healthcare reform measures could hinder or prevent our product candidates’ commercial success.  

In both the U.S. and certain foreign jurisdictions, there have been and we expect there will continue to be a number of legislative 
and regulatory changes to the health care system that could impact our ability to sell our products profitably. The U.S. government 
and other governments have shown significant interest in pursuing healthcare reform. In particular, the Medicare Modernization Act 
of 2003 revised the payment methodology for many products under the Medicare program in the U.S. This has resulted in lower rates 
of reimbursement. In 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education 
Reconciliation Act, collectively, the Healthcare Reform Law, was enacted. The Healthcare Reform Law substantially changes the 
way healthcare is financed by both governmental and private insurers. Such government-adopted reform measures may adversely 
impact the pricing of healthcare products and services in the U.S. or internationally and the amount of reimbursement available from 
governmental agencies or other third-party payors.  

There have been, and likely will continue to be, legislative and regulatory proposals at the federal and state levels directed at 
broadening the availability of healthcare and containing or lowering the cost of healthcare. We cannot predict the initiatives that may 
be adopted in the future. The continuing efforts of the government, insurance companies, managed care organizations and other 
payors of healthcare services to contain or reduce costs of healthcare may adversely affect the demand for any drug products for 
which we may obtain regulatory approval, as well as our ability to set satisfactory prices for our products, to generate revenues, and to 
achieve and maintain profitability.  

Certain of our potential product candidates are in early stages of development and any product candidates that we develop will 
require extensive preclinical and clinical testing before they are approved by the appropriate regulatory agency, if at all.  

The FDA regulates, among other things, the development, testing, manufacture, safety, efficacy, record-keeping, labeling, 
storage, approval, advertising, promotion, sale and distribution of biopharmaceutical products. We are in the early stages of 
developing potential product candidates, and any candidates that we develop will require extensive preclinical and clinical testing 
before they will be approved by the FDA or another regulatory authority in a jurisdiction outside the U.S., if at all. We have not yet 
developed any product candidate; if we were to do so there are a number of requirements that we would be required to satisfy in order 
to begin conducting preclinical trials and there can be no assurance that we will develop product candidates or complete the steps 
necessary to allow us to commence these trials. We cannot predict with any certainty the results of preclinical testing or whether such 
trials would yield sufficient data to permit us, or those with whom we collaborate, to proceed with clinical development and 
ultimately submit an application for regulatory approval of our product candidates in the U.S. or abroad, or whether such applications 
would be approved by the appropriate regulatory agency. Further, our product candidates may not receive regulatory approval even if 
they are successful in clinical trials. If we do not receive regulatory approvals for our product candidates, we may not be able to 
continue our operations.  



Failure to successfully validate, develop and obtain regulatory approval for companion diagnostics could harm our long-term 
drug development strategy.  

As one of the key elements of our clinical development strategy, we seek to identify patients within a disease category or 
indication who may derive selective and meaningful benefit from the product candidates we are developing. In collaboration with 
partners, we plan to develop companion diagnostics to help us to more accurately identify patients within a particular category or 
indication, both during our clinical trials and in connection with the commercialization of certain of our product candidates. 
Companion diagnostics are subject to regulation by the FDA and comparable foreign regulatory authorities as medical devices and 
require separate regulatory pre-clearance or approval prior to commercialization. We do not develop companion diagnostics internally 
and thus we are  
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dependent on the sustained cooperation and effort of our third-party collaborators in developing and obtaining approval for these 
companion diagnostics. We and our collaborators may encounter difficulties in developing and obtaining pre-clearance or approval 
for the companion diagnostics, including issues relating to selectivity, specificity, analytical validation, reproducibility, or clinical 
validation. Any delay or failure by our collaborators to develop or obtain regulatory approval of the companion diagnostics could 
delay or prevent approval of our product candidates. In addition, our collaborators may encounter production difficulties that could 
constrain the supply of the companion diagnostics, and both they and we may have difficulties gaining acceptance of the use of the 
companion diagnostics in the clinical community. If such companion diagnostics fail to gain market acceptance, it would have an 
adverse effect on our ability to derive revenues from sales of our products. In addition, the diagnostic company with whom we 
contract may decide to discontinue selling or manufacturing the companion diagnostic that we anticipate using in connection with 
development and commercialization of our product candidates or our relationship with such diagnostic company may otherwise 
terminate. We may not be able to enter into arrangements with another diagnostic company to obtain supplies of an alternative 
diagnostic test for use in connection with the development and commercialization of our product candidates or do so on commercially 
reasonable terms, which could adversely affect and/or delay the development or commercialization of our product candidates.  

Our product development efforts may not be successful.  

Our product development efforts for our FIC therapeutic antibodies, ADC and rIVIG technologies are designed to focus on 
novel therapeutic approaches and technologies that have not been widely studied. We are applying these approaches and technologies 
in our attempt to discover new treatments for conditions that are also the subject of research and development efforts of many other 
companies. These approaches and technologies may never be successful.  

Our failure to find third party collaborators to assist or share in the costs of product development could materially harm our 
business, financial condition and results of operations.  

Our strategy for the development and commercialization of our proprietary product candidates may include the formation of 
collaborative arrangements with third parties. Potential third parties include biopharmaceutical, pharmaceutical and biotechnology 
companies, academic institutions and other entities. Third-party collaborators may assist us in:  
  

  

  

If we are not able to establish further collaboration agreements, we may be required to undertake product development and 
commercialization at our own expense. Such an undertaking may limit the number of product candidates that we will be able to 
develop, significantly increase our capital requirements and place additional strain on our internal resources. Our failure to enter into 
additional collaborations could materially harm our business, financial condition and results of operations.  

In addition, our dependence on licensing, collaboration and other agreements with third parties may subject us to a number of 
risks. These agreements may not be on terms that prove favorable to us and may require us to relinquish certain rights in our product 
candidates. To the extent we agree to work exclusively with one collaborator in a given area, our opportunities to collaborate with 
other entities could be curtailed. Lengthy negotiations with potential new collaborators may lead to delays in the research, 
development or commercialization of product candidates. The decision by our collaborators to pursue alternative technologies or the 
failure of our collaborators to develop or commercialize successfully any product candidate to which they have obtained rights from 
us could materially harm our business, financial condition and results of operations.  

Adverse economic conditions may have material adverse consequences on our business, results of operations and financial 
condition.  

Unpredictable and unstable changes in economic conditions, including recession, inflation, increased government intervention, 
or other changes, may adversely affect our general business strategy. We rely upon our ability to generate additional sources of 
liquidity and we may need to raise additional funds through public or private debt or equity financings in order to fund existing 
operations or to take advantage of opportunities, including acquisitions of complementary businesses or technologies. Any adverse 
event would have a material adverse impact on our business, results of operations and financial condition.  

Because our development activities are expected to rely heavily on sensitive and personal information, an area which is highly 
regulated by privacy laws, we may not be able to generate, maintain or access essential patient samples or data to continue our 
research and development efforts in the future on reasonable terms and conditions, which may adversely affect our business.  

We may have access to very sensitive data regarding patients whose tissue samples are used in our studies. This data will 

 •  funding research, preclinical development, clinical trials and manufacturing; 

 •  seeking and obtaining regulatory approvals; and 

 •  successfully commercializing any future product candidates. 



contain information that is personal in nature. The maintenance of this data is subject to certain privacy-related laws, which 
impose upon us administrative and financial burdens, and litigation risks. For instance, the rules promulgated by the Department of 
Health and Human Services under the Health Insurance Portability and Accountability Act, or HIPAA, create national standards to 
protect patients’ medical records and other personal information in the U.S. These rules require that healthcare providers and other 
covered  
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entities obtain written authorizations from patients prior to disclosing protected health care information of the patient to companies. If 
the patient fails to execute an authorization or the authorization fails to contain all required provisions, then we will not be allowed 
access to the patient’s information and our research efforts can be substantially delayed. Furthermore, use of protected health 
information that is provided to us pursuant to a valid patient authorization is subject to the limits set forth in the authorization (i.e., for 
use in research and in submissions to regulatory authorities for product approvals). As such, we are required to implement policies, 
procedures and reasonable and appropriate security measures to protect individually identifiable health information we receive from 
covered entities, and to ensure such information is used only as authorized by the patient. Any violations of these rules by us could 
subject us to civil and criminal penalties and adverse publicity, and could harm our ability to initiate and complete clinical studies 
required to support regulatory applications for our proposed products. In addition, HIPAA does not replace federal, state, or other 
laws that may grant individuals even greater privacy protections. We can provide no assurance that future legislation will not prevent 
us from generating or maintaining personal data or that patients will consent to the use of their personal information, either of which 
may prevent us from undertaking or publishing essential research. These burdens or risks may prove too great for us to reasonably 
bear, and may adversely affect our ability to achieve profitability or maintain profitably in the future.  

Our therapeutic product candidates for which we intend to seek approval as biological products may face competition sooner than 
expected.  

With the enactment of the Biologics Price Competition and Innovation Act of 2009, or BPCIA, as part of the Health Care 
Reform Law, an abbreviated pathway for the approval of biosimilar and interchangeable biological products was created. The new 
abbreviated regulatory pathway establishes legal authority for the FDA to review and approve biosimilar biologics, including the 
possible designation of a biosimilar as “interchangeable.” The FDA defines an interchangeable biosimilar as a product that, in terms 
of safety or diminished efficacy, presents no greater risk when switching between the biosimilar and its reference product than the 
risk of using the reference product alone. Under the BPCIA, an application for a biosimilar product cannot be submitted to the FDA 
until four years, or approved by the FDA until 12 years, after the original brand product identified as the reference product was 
approved under a BLA. The new law is complex and is only beginning to be interpreted by the FDA. As a result, its ultimate impact, 
implementation and meaning are subject to uncertainty. While it is uncertain when any such processes may be fully adopted by the 
FDA, any such processes could have a material adverse effect on the future commercial prospects for our biological products.  

We believe that if any of our product candidates were to be approved as biological products under a BLA, such approved 
products should qualify for the 12-year period of exclusivity. However, there is a risk that the U. S. Congress could amend the BPCIA 
to significantly shorten this exclusivity period as proposed by President Obama, potentially creating the opportunity for generic 
competition sooner than anticipated. Moreover, the extent to which a biosimilar, once approved, will be substituted for any one of our 
reference products in a way that is similar to traditional generic substitution for non-biological products is not yet clear, and will 
depend on a number of marketplace and regulatory factors that are still developing. In addition, a competitor could decide to forego 
the biosimilar route and submit a full BLA after completing its own preclinical studies and clinical trials. In such cases, any 
exclusivity to which we may be eligible under the BPCIA would not prevent the competitor from marketing its product as soon as it is 
approved.  

We may be exposed to liability claims associated with the use of hazardous materials and chemicals.  

Our research and development activities may involve the controlled use of hazardous materials and chemicals. Although we 
believe that our safety procedures for using, storing, handling and disposing of these materials comply with federal, state and local 
laws and regulations, we cannot completely eliminate the risk of accidental injury or contamination from these materials. 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. We do not currently maintain hazardous materials insurance coverage. 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 harm our business. 

If we are unable to retain and recruit qualified scientists and advisors, or if any of our key executives, key employees or key 
consultants discontinues his or her employment or consulting relationship with us, it may delay our development efforts or 
otherwise harm our business.  

We may not be able to attract or retain qualified management and scientific and clinical personnel in the future due to the intense 
competition for qualified personnel among biotechnology, pharmaceutical and other businesses, particularly in the San Diego, 
California area. Our industry has experienced a high rate of turnover of management personnel in recent years. If we are not able to 
attract, retain and motivate necessary personnel to accomplish our business objectives, we may experience constraints that will 
significantly impede the successful development of any product candidates, our ability to raise additional capital and our ability to 
implement our overall business strategy.  

We are highly dependent on key members of our management and scientific staff, especially Henry Ji, Ph.D, Chief Executive 



Officer and President, Mike Royal, Executive Vice President of Clinical and Regulatory Affairs, David Miao, Chief Technology 
Officer, George Uy, Executive Vice President and Chief Commercial Officer and Richard Vincent, Executive Vice President and 
Chief Financial Officer. Our success also depends on our ability to continue to attract, retain and motivate highly skilled junior, mid-
level, and senior managers as well as junior, mid-level, and senior scientific and medical personnel. The loss of any of our executive 
officers, key employees or key consultants and our inability to find suitable replacements could impede the achievement of our 
research and development objectives, potentially harm our business, financial condition and prospects. Furthermore, recruiting and 
retaining qualified scientific personnel to perform research and development work in the future is critical to our success. We may be  
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unable to attract and retain personnel on acceptable terms given the competition among biotechnology, biopharmaceutical and health care 
companies, universities and non-profit research institutions for experienced scientists. Certain of our current officers, directors, scientific 
advisors and/or consultants or certain of the officers, directors, scientific advisors and/or consultants hereafter appointed may from time to 
time serve as officers, directors, scientific advisors and/or consultants of other biopharmaceutical or biotechnology companies. We do not 
maintain “key man” insurance policies on any of our officers or employees. All of our employees are employed “at will” and, therefore, each 
employee may leave our employment at any time.  

We may not be able to attract or retain qualified management and scientific personnel in the future due to the intense competition for a 
limited number of qualified personnel among biopharmaceutical, biotechnology, pharmaceutical and other businesses. Many of the other 
pharmaceutical companies that we compete against for qualified personnel have greater financial and other resources, different risk profiles 
and a longer history in the industry than we do. They also may provide more diverse opportunities and better chances for career advancement. 
Some of these characteristics may be more appealing to high quality candidates than what we have to offer. If we are unable to continue to 
attract and retain high quality personnel, the rate and success at which we can develop and commercialize product candidates will be limited.  

We plan to grant stock options or other forms of equity awards in the future as a method of attracting and retaining employees, 
motivating performance and aligning the interests of employees with those of our stockholders. If we are unable to implement and maintain 
equity compensation arrangements that provide sufficient incentives, we may be unable to retain our existing employees and attract additional 
qualified candidates. If we are unable to retain our existing employees, including qualified scientific personnel, and attract additional qualified 
candidates, our business and results of operations could be adversely affected.  

Our employees may engage in misconduct or other improper activities, including noncompliance with regulatory standards and 
requirements, which could have a material adverse effect on our business.  

We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include intentional failures to 
comply with FDA regulations, provide accurate information to the FDA, comply with manufacturing standards we have established, comply 
with federal and state health-care fraud and abuse laws and regulations, report financial information or data accurately or disclose 
unauthorized activities to us. In particular, sales, marketing and business arrangements in the healthcare industry are subject to extensive laws 
and regulations intended to prevent fraud, kickbacks, self-dealing and other abusive practices. These laws and regulations may restrict or 
prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other business 
arrangements. Employee misconduct could also involve the improper use of information obtained in the course of clinical trials, which could 
result in regulatory sanctions and serious harm to our reputation. We have adopted a Code of Business Conduct and Ethics, but it is not always 
possible to identify and deter employee misconduct, and the precautions we take to detect and prevent this activity may not be effective in 
controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming 
from a failure to be in compliance with such laws or regulations. If any such actions are instituted against us, and we are not successful in 
defending ourselves or asserting our rights, those actions could have a significant impact on our business and results of operations, including 
the imposition of significant fines or other sanctions.  

We may be subject, directly or indirectly, to federal and state healthcare fraud and abuse laws, false claims laws and health information 
privacy and security laws. If we are unable to comply, or have not fully complied, with such laws, we could face substantial penalties.  

If we obtain FDA approval for any of our product candidates and begin commercializing those products in the U.S., our operations may 
be directly, or indirectly through our customers, subject to various federal and state fraud and abuse laws, including, without limitation, the 
federal Anti-Kickback Statute and the federal False Claims Act. These laws may impact, among other things, our proposed sales, marketing 
and education programs. In addition, we may be subject to patient privacy regulation by both the federal government and the states in which 
we conduct our business. The laws that may affect our ability to operate include:  
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•  the federal Anti-Kickback Statute, which prohibits, among other things, persons from knowingly and willfully soliciting, receiving, 

offering or paying remuneration, directly or indirectly, to induce, or in return for, the purchase or recommendation of an item or 
service reimbursable under a federal healthcare program, such as the Medicare and Medicaid programs; 

 
•  federal civil and criminal false claims laws and civil monetary penalty laws, which prohibit, among other things, individuals or 

entities from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or other third-party 
payers that are false or fraudulent; 

 
•  HIPAA, which created new federal criminal statutes that prohibit executing a scheme to defraud any healthcare benefit program 

and making false statements relating to healthcare matters; 

 
•  HIPAA, as amended by the Health Information Technology and Clinical Health Act, or HITECH, and its implementing 

regulations, which imposes certain requirements relating to the privacy, security and transmission of individually identifiable 
health information; and 



If our operations are found to be in violation of any of the laws described above or any other governmental regulations that 
apply to us, we may be subject to penalties, including civil and criminal penalties, damages, fines and the curtailment or restructuring 
of our operations, any of which could adversely affect our ability to operate our business and our results of operations.  

If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit 
commercialization of our product candidates.  

We face an inherent risk of product liability as a result of the clinical testing of our product candidates and will face an even 
greater risk if we commercialize any products. For example, we may be sued if any product we develop allegedly causes injury or is 
found to be otherwise unsuitable during product testing, manufacturing, marketing or sale. Any such product liability claims may 
include allegations of defects in manufacturing, defects in design, a failure to warn of dangers inherent in the product, negligence, 
strict liability, and a breach of warranties. Claims could also be asserted under state consumer protection acts. If we cannot 
successfully defend ourselves against product liability claims, we may incur substantial liabilities or be required to limit 
commercialization of our product candidates, if approved. Even successful defense would require significant financial and 
management resources. Regardless of the merits or eventual outcome, liability claims may result in:  
  

  

  

  

  

  

  

  

  

  

Our inability to obtain and retain sufficient product liability insurance at an acceptable cost to protect against potential product 
liability claims could prevent or inhibit the commercialization of products we develop.  

We will need to increase the size of our company and may not effectively manage our growth.  

Our success will depend upon growing our business and our employee base. Over the next 12 months, we plan to add additional 
employees to assist us with research and development. Our future growth, if any, may cause a significant strain on our management, 
and our operational, financial and other resources. Our ability to manage our growth effectively will require us to implement and 
improve our operational, financial and management systems and to expand, train, manage and motivate our employees. These 
demands may require the hiring of additional management personnel and the development of additional expertise by management. 
Any increase in resources devoted to research and product development without a corresponding increase in our operational, financial 
and management systems could have a material adverse effect on our business, financial condition, and results of operations.  
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•  state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which may apply to 
items or services reimbursed by any third-party payer, including commercial insurers, and state laws governing the privacy 
and security of health information in certain circumstances, many of which differ from each other in significant ways and 
may not have the same effect, thus complicating compliance efforts. 

 •  decreased demand for our product candidates or products that we may develop; 

 •  injury to our reputation; 

 •  withdrawal of clinical trial participants; 

 •  initiation of investigations by regulators; 

 •  costs to defend the related litigation; 

 •  a diversion of management’s time and our resources; 

 •  substantial monetary awards to trial participants or patients; 

 •  product recalls, withdrawals or labeling, marketing or promotional restrictions; 

 •  loss of revenues from product sales; and 

 •  the inability to commercialize our product candidates. 



Any disruption in our research and development facilities could adversely affect our business, financial condition and results of 
operations.  

Our principal executive offices, which house our research and development programs, are located in San Diego, California. Our 
facilities may be affected by natural or man-made disasters. Earthquakes are of particular significance since our facilities are located 
in an earthquake-prone area. We are also vulnerable to damage from other types of disasters, including power loss, attacks from 
extremist organizations, fire, floods and similar events. In the event that our facilities were affected by a natural or man-made disaster, 
we may be forced to curtail our operations and/or rely on third-parties to perform some or all of our research and development 
activities. Although we believe we possess adequate insurance for damage to our property and the disruption of our business from 
casualties, such insurance may not be sufficient to cover all of our potential losses and may not continue to be available to us on 
acceptable terms, or at all. In the future, we may choose to expand our operations in either our existing facilities or in new facilities. If 
we expand our worldwide manufacturing locations, there can be no assurance that this expansion will occur without implementation 
difficulties, or at all.  

International operations may expose us to foreign currency exchange rate fluctuations for all foreign currencies in which we do 
business and we may be materially adversely affected by these fluctuations.  

We formed Sorrento Hong Kong effective December 4, 2012. Sorrento Hong Kong had no operations from formation through 
September 2014. In the event Sorrento Hong Kong becomes operational, we may have an international subsidiary that operates in a 
foreign currency which would expose us to foreign currency exchange rate fluctuations. We intend to hedge any foreign currency 
risks associated with potential transactions by entering into forward contracts. Although we may enter into such forward contracts, 
they may not be adequate to eliminate the risk of foreign currency exchange rate exposures. International operations may also expose 
us to currency fluctuations as we translate the financial statements of our international subsidiary to U.S. Dollars.  

Our business and operations would suffer in the event of system failures.  

Despite the implementation of security measures, our internal computer systems and those of our CROs and other contractors 
and consultants are vulnerable to damage from computer viruses, unauthorized access, natural disasters, terrorism, war and 
telecommunication and electrical failures. While we have not experienced any such system failure, accident or security breach to date, 
if such an event were to occur and cause interruptions in our operations, it could result in a material disruption of our drug 
development programs. For example, the loss of clinical trial data from completed or ongoing or planned clinical trials could result in 
delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. To the extent that any 
disruption or security breach was to result in a loss of or damage to our data or applications, or inappropriate disclosure of 
confidential or proprietary information, we could incur liability and the further development of our product candidates could be 
delayed.  

If we acquire companies or technologies in the future, they could prove difficult to integrate, disrupt our business, dilute 
stockholder value, and adversely affect our operating results and the value of our common stock.  

As part of our business strategy, we may acquire, enter into joint ventures with, or make investments in complementary or 
synergistic companies, services, and technologies in the future. Acquisitions and investments involve numerous risks, including:  
  

  

  

  

  

  

As a result, if we fail to properly evaluate acquisitions or investments, we may not achieve the anticipated benefits of any such 
acquisitions, we may incur costs in excess of what we anticipate, and management resources and attention may be diverted from other 
necessary or valuable activities.  
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 •  difficulties in identifying and acquiring products, technologies, or businesses that will help our business; 

 •  difficulties in integrating operations, technologies, services, and personnel; 

 •  diversion of financial and managerial resources from existing operations; 

 •  the risk of entering new development activities and markets in which we have little to no experience; 

 •  risks related to the assumption of known and unknown liabilities; and 

 •  risks related to our ability to raise sufficient capital to fund additional operating activities. 



The terms of our secured debt facility require us to meet certain operating and financial covenants and place restrictions on our 
operating and financial flexibility. If we raise additional capital through debt financing, the terms of any new debt could further 
restrict our ability to operate our business.  

Effective in March 2014, as amended and restated, we entered into a $12.5 million loan and security agreement with Oxford 
Finance and Silicon Valley Bank that is secured by a lien covering substantially all of our assets, excluding intellectual property. As 
of September 30, 2014, we had an outstanding principal balance of $12.5 million. The amended and restated loan and security 
agreement contains customary affirmative and negative covenants and events of default. The affirmative covenants include, among 
others, covenants requiring us to maintain our legal existence and governmental approvals, deliver certain financial reports and 
maintain insurance coverage. The negative covenants include, among others, restrictions on transferring collateral, changing our 
business, incurring additional indebtedness, engaging in mergers or acquisitions, paying dividends or making other distributions, 
making investments and creating other liens on our assets, in each case subject to customary exceptions. If we default under the loan 
agreement, the lenders may accelerate all of our repayment obligations and take control of our pledged assets, potentially requiring us 
to renegotiate our agreement on terms less favorable to us or to immediately cease operations. Further, if we are liquidated, the 
lender’s right to repayment would be senior to the rights of the holders of our common stock to receive any proceeds from the 
liquidation. The lenders could declare a default upon the occurrence of any event that they interpret as a material adverse change as 
defined under the loan agreement, thereby requiring us to repay the loan immediately or to attempt to reverse the declaration of 
default through negotiation or litigation. Any declaration by the lenders of an event of default could significantly harm our business 
and prospects and could cause the price of our common stock to decline. If we raise any additional debt financing, the terms of such 
additional debt could further restrict our operating and financial flexibility.  

Risks Related to the Acquisitions of IgDraSol, Sherrington and Concortis  

We may fail to realize the anticipated benefits of the acquisitions of IgDraSol, Sherrington and Concortis.  

The success of the acquisitions of IgDraSol, Sherrington and Concortis will depend on, among other things, our ability to 
combine our businesses in a manner that does not materially disrupt existing relationships and that allows us to achieve development 
and operational synergies. If we are unable to achieve these objectives, the anticipated benefits of the acquisition may not be realized 
fully or at all or may take longer to realize than expected. In particular, the acquisition may not be accretive to our stock value or 
development pipeline in the near or long term.  

It is possible that the integration process could result in the loss of key employees; the disruption of our ongoing business or the 
ongoing business of the acquired companies; or inconsistencies in standards, controls, procedures, or policies that could adversely 
affect our ability to maintain relationships with third parties and employees or to achieve the anticipated benefits of the acquisition. 
Integration efforts between the two companies will also divert management’s attention from our core business and other opportunities 
that could have been beneficial to our shareholders. An inability to realize the full extent of, or any of, the anticipated benefits of the 
acquisition, as well as any delays encountered in the integration process, could have an adverse effect on our business and results of 
operations, which may affect the value of the shares of our common stock after the completion of the acquisition. If we are unable to 
achieve these objectives, the anticipated benefits of the acquisition may not be realized fully or at all or may take longer to realize 
than expected. In particular, the acquisition may not be accretive to our stock value or development pipeline in the near or long term.  

We expect to incur significant additional costs in connection with the acquisition of IgDraSol, Sherrington and Concortis and 
integrating the companies into a single business.  

During 2013, we incurred significant legal and professional fees in connection with such acquisitions. We expect to incur 
additional costs integrating the companies’ operations, higher development and regulatory costs, and personnel, which cannot be 
estimated accurately at this time. If the total costs of the integration of our companies and advancement of the Cynviloq, RTX or 
Concortis assets exceed the anticipated benefits of the acquisition, our financial results could be adversely affected.  

Risks Related to Our Intellectual Property  

Our ability to protect our intellectual property rights will be critically important to the success of our business, and we may not be 
able to protect these rights in the U.S. or abroad.  

Our success, competitive position and future revenues will depend in part on our ability to obtain and maintain patent protection 
for our product candidates, methods, processes and other technologies, to prevent third parties from infringing on our proprietary 
rights and to operate without infringing upon the proprietary rights of third parties. We will be able to protect our proprietary rights 
from unauthorized use by third parties only to the extent that our proprietary rights are covered by valid and enforceable patents or are 
effectively maintained as trade secrets. We attempt to protect our proprietary position by maintaining trade secrets and by filing U.S. 
and foreign patent applications related to our proprietary technology, inventions and improvements that are important to the 



development of our business. We have one issued U.S. patent covering our G-MAB® which expires in 2022 and the examination 
of its European equivalent is currently in progress. In 2011, several improvement patent applications were filed for our proprietary 
antibody library technology. However, due to the difficulties of enforcing such antibody library technology, we filed a key patent 
application in the U.S. only and requested nonpublication. In 2013 and 2014, we filed 18 antibody family patents. The first of the 
antibody family patents applications issued on October 14, 2014 as U.S. Patent 8,859,740. In 2013 and 2014, we filed five patent 
application families for the Concortis conjugation chemistry associated with ADC’s.  

We have also filed two patent applications protecting improvements we found for Cynviloq. Those two patent applications, once 
issued as patents, if ever, will protect the Cynviloq product until 2034 or 2035.  

We have commenced generating a patent application portfolio of patents to protect each product candidate in our pipeline. 
However, the patent position of biopharmaceutical companies involves complex legal and factual questions, and therefore we cannot 
predict with certainty whether any patent applications that we have filed or that we may file in the future will be approved or any 
resulting patents will be enforced. In addition, third parties may challenge, seek to invalidate or circumvent any of our patents, once 
they are issued. Thus, any patents that we own or license from third parties may not provide any protection against competitors. Any 
patent applications that we have filed or that we may file in the future, or those we may license from third parties, may not result in 
patents being issued. Also, patent rights may not provide us with adequate proprietary protection or competitive advantages against 
competitors with similar technologies.  
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In addition, the laws of certain foreign countries do not protect our intellectual property rights to the same extent as do the laws 
of the U.S. If we fail to apply for intellectual property protection or if we cannot adequately protect our intellectual property rights in 
these foreign countries, our competitors may be able to compete more effectively against us, which could adversely affect our 
competitive position, as well as our business, financial condition and results of operations.  

The original intellectual property protection for Cynviloq is being managed and controlled by Samyang, the manufacturer.  

We do not manage or control the original intellectual property protection for Cynviloq. Therefore we cannot provide any 
assurance that the 3 patent applications in the U.S. or the AU will ever issue or be granted. Moreover, there cannot be any assurances 
that the families of patent applications that could provide product protection for Cynviloq will ever issue or be granted, or even 
provide meaningful protection to prevent generic Cynviloq protection.  

If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our trade secrets, know-how and 
other proprietary rights would be significantly impaired and our business and competitive position would suffer.  

Our success also depends upon the skills, knowledge and experience of our scientific and technical personnel and our 
consultants and advisors, as well as our licensors. To help protect our proprietary know-how and our inventions for which patents 
may be unobtainable or difficult to obtain, we rely on trade secret protection and confidentiality agreements. Unlike some of our 
competitors, we maintain our proprietary libraries for ourselves as we believe they have proven to be superior in obtaining strong 
binder product candidates. To this end, we require all of our employees, consultants, advisors and contractors to enter into agreements 
which prohibit the disclosure of confidential information and, where applicable, require disclosure and assignment to us of the ideas, 
developments, discoveries and inventions important to our business. These agreements may not provide adequate protection for our 
trade secrets, know-how or other proprietary information in the event of any unauthorized use or disclosure or the lawful development 
by others of such information. If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our 
trade secrets, know-how and other proprietary rights would be significantly impaired and our business and competitive position would 
suffer.  

Third party competitors may seek to challenge the validity of our patents, thereby rendering them unenforceable or we may seek 
to challenge third party competitor patents if such third parties seek to interpret or enforce a claim scope going well beyond the actual 
enabled invention.  

Claims that we infringe upon the rights of third parties may give rise to costly and lengthy litigation, and we could be 
prevented from selling products, forced to pay damages, and defend against litigation.  

Third parties may assert patent or other intellectual property infringement claims against us or our strategic partners or licensees 
with respect to our technologies and potential product candidates. If our products, methods, processes and other technologies infringe 
upon the proprietary rights of other parties, we could incur substantial costs and we may have to:  
  

  

  

  

  

Even if we were to prevail, any litigation could be costly and time-consuming and would divert the attention of our management 
and key personnel from our business operations. Furthermore, as a result of a patent infringement suit brought against us or our 
strategic partners or licensees, we or our strategic partners or licensees may be forced to stop or delay developing, manufacturing or 
selling technologies or potential products that are claimed to infringe a third party’s intellectual property unless that party grants us or 
our strategic partners’ or licensees’ rights to use its intellectual property. Ultimately, we may be unable to develop some of our 
technologies or potential products or may have to discontinue development of a product candidate or cease some of our business 
operations as a result of patent infringement claims, which could severely harm our business.  
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 •  obtain licenses, which may not be available on commercially reasonable terms, if at all, and may be non-exclusive, thereby 
giving our competitors access to the same intellectual property licensed to us; 

 •  redesign our products or processes to avoid infringement; 

 •  stop using the subject matter validly claimed in the patents held by others; 

 •  pay damages; and 

 •  defend litigation or administrative proceedings which may be costly whether we win or lose, and which could result in a 
substantial diversion of our valuable management resources. 



The potential commercial launch of Cynviloq could be delayed in the event that the manufacturer of Abraxane files a lawsuit 
against us.  

We plan to file an NDA for Cynviloq under Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act and as a result we 
will be required to file a subparagraph (iv) certification for the Orange Book-listed patents for Abraxane. The Orange Book listed 
patents for Abraxane require a paclitaxel formulation having human serum albumin coating its particles (Cynviloq does not have 
human serum albumin in its formulation). The commercial manufacturer of Abraxane may file a lawsuit against us for which we 
believe there is not merit. In the event a lawsuit is filed against us the potential commercial launch of Cynviloq could be delayed up to 
a maximum of 30 months which would have a material adverse effect on our business.  

Our position as a relatively small company may cause us to be at a significant disadvantage in defending our intellectual property 
rights and in defending against infringement claims by third parties.  

Litigation relating to the ownership and use of intellectual property is expensive, and our position as a relatively small company 
in an industry dominated by very large companies may cause us to be at a significant disadvantage in defending our intellectual 
property rights and in defending against claims that our technology infringes or misappropriates third party intellectual property 
rights. However, we may seek to use various post-grant administrative proceedings, including new procedures created under the 
America Invents Act, to invalidate potentially overly-broad third party rights. Even if we are able to defend our position, the cost of 
doing so may adversely affect our ability to grow, generate revenue or become profitable. Although we have not yet experienced 
patent litigation, we may in the future be subject to such litigation and may not be able to protect our intellectual property at a 
reasonable cost, or at all, if such litigation is initiated. The outcome of litigation is always uncertain, and in some cases could include 
judgments against us that require us to pay damages, enjoin us from certain activities or otherwise affect our legal or contractual 
rights, which could have a significant adverse effect on our business.  

Third-party claims of intellectual property infringement may prevent or delay our drug discovery and development efforts.  

Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third parties. 
There is a substantial amount of litigation involving patent and other intellectual property rights in the biotechnology and 
pharmaceutical industries, including Patent Office administrative proceedings, such as inter parties reviews, and reexamination 
proceedings before the U.S. PTO or oppositions and revocations and other comparable proceedings in foreign jurisdictions. 
Numerous U.S. and foreign issued patents and pending patent applications, which are owned by third parties, exist in the fields in 
which we are developing product candidates. As the biotechnology and pharmaceutical industries expand and more patents are issued, 
the risk increases that our product candidates may give rise to claims of infringement of the patent rights of others.  

Despite safe harbor provisions, third parties may assert that we are employing their proprietary technology without 
authorization. There may be third-party patents, of which we are currently unaware, with claims to materials, formulations, methods 
of doing research or library screening, methods of manufacture or methods for treatment related to the use or manufacture of our 
product candidates. Because patent applications can take many years to issue, there may be currently pending patent published 
applications which may later result in issued patents that our product candidates may infringe. In addition, third parties may obtain 
patents in the future and claim that use of our technologies infringes upon these patents. If any third-party patents were held by a court 
of competent jurisdiction to cover the manufacturing process of any of our product candidates, any molecules formed during the 
manufacturing process or any final product itself, the holders of any such patents may be able to block our ability to commercialize 
such product candidate unless we obtain a license under the applicable patents, or until such patents expire or they are finally 
determined to be held invalid or unenforceable. Similarly, if any third-party patent were held by a court of competent jurisdiction to 
cover aspects of our formulations, processes for manufacture or methods of use, including combination therapy or patient selection 
methods, the holders of any such patent may be able to block our ability to develop and commercialize the applicable product 
candidate unless we obtain a license, limit our uses, or until such patent expires or is finally determined to be held invalid or 
unenforceable. In either case, such a license may not be available on commercially reasonable terms or at all.  

Parties making claims against us may obtain injunctive or other equitable relief, which could effectively block our ability to 
further develop and commercialize one or more of our product candidates. Defense of these claims, regardless of their merit, would 
involve substantial litigation expense and would be a substantial diversion of employee resources from our business. In the event of a 
successful claim of infringement against us, we may have to pay substantial damages, including treble damages and attorneys’ fees 
for willful infringement, obtain one or more licenses from third parties, limit our uses, pay royalties or redesign our infringing product 
candidates, which may be impossible or require substantial time and monetary expenditure. We cannot predict whether any such 
license would be available at all or whether it would be available on commercially reasonable terms. Furthermore, even in the absence 
of litigation, we may need to obtain licenses from third parties to advance our research or allow commercialization of our product 
candidates. We may fail to obtain any of these licenses at a reasonable cost or on reasonable terms, if at all. In that event, we would be 
unable to further develop and commercialize one or more of our product candidates, which could harm our business significantly. 



We may not be able to protect our intellectual property rights throughout the world.  

Filing, prosecuting and defending patents on all of our product candidates throughout the world would be prohibitively 
expensive. Competitors may use our technologies in jurisdictions where we have not obtained patent protection to develop their own 
products and further, may export otherwise infringing products to territories where we have patent protection, but enforcement is not 
as strong as that in the U.S. These products may compete with our products in jurisdictions where we do not have any issued patents 
and our patent claims or other intellectual property rights may not be effective or sufficient to prevent them from so competing.  
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Many companies have encountered significant problems in protecting and defending intellectual property rights in foreign 
jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents 
and other intellectual property protection, particularly those relating to biopharmaceuticals, which could make it difficult for us to 
stop the infringement of our patents or marketing of competing products in violation of our proprietary rights generally. Proceedings 
to enforce our patent rights in foreign jurisdictions could result in substantial cost and divert our efforts and attention from other 
aspects of our business.  

Confidentiality agreements with employees and others may not adequately prevent disclosure of our trade secrets and other 
proprietary information and may not adequately protect our intellectual property, which could limit our ability to compete.  

Because we operate in the highly technical field of research and development of small molecule drugs, we rely in part on trade 
secret protection in order to protect our proprietary trade secrets and unpatented know-how. However, trade secrets are difficult to 
protect, and we cannot be certain that others will not develop the same or similar technologies on their own. We have taken steps, 
including entering into confidentiality agreements with our employees, consultants, outside scientific collaborators, sponsored 
researchers and other advisors, to protect our trade secrets and unpatented know-how. These agreements generally require that the 
other party keep confidential and not disclose to third parties all confidential information developed by the party or made known to 
the party by us during the course of the party’s relationship with us. We also typically obtain agreements from these parties which 
provide that inventions conceived by the party in the course of rendering services to us will be our exclusive property. However, these 
agreements may not be honored and may not effectively assign intellectual property rights to us. Enforcing a claim that a party 
illegally obtained and is using our trade secrets or know-how is difficult, expensive and time consuming, and the outcome is 
unpredictable. In addition, courts outside the U.S. may be less willing to protect trade secrets or know-how. The failure to obtain or 
maintain trade secret protection could adversely affect our competitive position.  

If we breach any of the agreements under which we license commercialization rights to our product candidates from third parties, 
we could lose license rights that are important to our business.  

We license the use, development and commercialization rights for all of our product candidates, and may enter into similar 
licenses in the future. Under each of our existing license agreements we are subject to commercialization and development, diligence 
obligations, milestone payment obligations, royalty payments and other obligations. If we fail to comply with any of these obligations 
or otherwise breach our license agreements, our licensing partners may have the right to terminate the license in whole or in part.  

Generally, the loss of any one of our three current licenses or other licenses in the future could materially harm our business, 
prospects, financial condition and results of operations.  

Intellectual property rights do not necessarily address all potential threats to our competitive advantage.  

The degree of future protection afforded by our intellectual property rights is uncertain because intellectual property rights have 
limitations, and may not adequately protect our business, or permit us to maintain our competitive advantage. The following examples 
are illustrative:  
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 •  Others may be able to make compounds that are similar to our product candidates but that are not covered by the claims of 
the patents that we own or have exclusively licensed. 

 •  We or our licensors or strategic partners might not have been the first to make the inventions covered by the issued patent 
or pending patent application that we own or have exclusively licensed. 

 •  We or our licensors or strategic partners might not have been the first to file patent applications covering certain of our 
inventions. 

 •  Others may independently develop similar or alternative technologies or duplicate any of our technologies without 
infringing our intellectual property rights. 

 •  It is possible that our pending patent applications will not lead to issued patents. 

 •  Issued patents that we own or have exclusively licensed may not provide us with any competitive advantages, or may be 
held invalid or unenforceable, as a result of legal challenges by our competitors. 

 
•  Our competitors might conduct research and development activities in countries where we do not have patent rights and 

then use the information learned from such activities to develop competitive products for sale in our major commercial 
markets. 

 •  We may not develop additional proprietary technologies that are patentable. 



Should any of these events occur, they could significantly harm our business, results of operations and prospects.  

From time to time we may need to license patents, intellectual property and proprietary technologies from third parties, which may 
be difficult or expensive to obtain.  

We may need to obtain licenses to patents and other proprietary rights held by third parties to successfully develop, manufacture 
and market our drug products. As an example, it may be necessary to use a third party’s proprietary technology to reformulate one of 
our drug products in order to improve upon the capabilities of the drug product. If we are unable to timely obtain these licenses on 
reasonable terms, our ability to commercially exploit our drug products may be inhibited or prevented.  

Risks Related to Ownership of Our Common Stock  

The market price of our common stock may fluctuate significantly, and investors in our common stock may lose all or a part of 
their investment.  

The market prices for securities of biotechnology and pharmaceutical companies have historically been highly volatile, and the 
market has from time to time experienced significant price and volume fluctuations that are unrelated to the operating performance of 
particular companies. The market price of our common stock may fluctuate significantly in response to numerous factors, some of 
which are beyond our control, such as:  
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 •  The patents of others may have an adverse effect on our business. 

 •  actual or anticipated adverse results or delays in our clinical trials; 

 •  our failure to commercialize our product candidates, if approved; 

 •  unanticipated serious safety concerns related to the use of any of our product candidates; 

 •  adverse regulatory decisions; 

 •  changes in laws or regulations applicable to our product candidates, including but not limited to clinical trial requirements 
for approvals; 

 
•  legal disputes or other developments relating to proprietary rights, including patents, litigation matters and our ability to 

obtain patent protection for our product candidates, government investigations and the results of any proceedings or 
lawsuits, including patent or stockholder litigation; 

 •  our decision to initiate a clinical trial, not initiate a clinical trial or to terminate an existing clinical trial; 

 •  our dependence on third parties, including CROs; 

 •  announcements of the introduction of new products by our competitors; 

 •  market conditions in the pharmaceutical and biotechnology sectors; 

 •  announcements concerning product development results or intellectual property rights of others; 

 •  future issuances of common stock or other securities; 

 •  the addition or departure of key personnel; 

 •  failure to meet or exceed any financial guidance or expectations regarding development milestones that we may provide to 
the public; 



  

  

  

  

  

  

  

  

  

  

  

  

  

Further, the equity markets in general have recently experienced extreme price and volume fluctuations. Continued market 
fluctuations could result in extreme volatility in the price of our common stock, which could cause a decline in the value of our 
common stock. Price volatility of our common stock might worsen if the trading volume of our common stock is low. The realization 
of any of the above risks or any of a broad range of other risks, including those described in these “Risk Factors,” could have a 
dramatic and material adverse impact on the market price of our common stock.  

We have not paid cash dividends in the past and do not expect to pay cash dividends in the foreseeable future. Any return on 
investment may be limited to the value of our common stock.  

We have never paid cash dividends on our common stock and do not anticipate paying cash dividends on our common stock in 
the foreseeable future. The payment of dividends on our capital stock will depend on our earnings, financial condition and other 
business and economic factors affecting us at such time as the board of directors may consider relevant. If we do not pay dividends, 
our common stock may be less valuable because a return on your investment will only occur if the common stock price appreciates.  

A sale of a substantial number of shares of the common stock may cause the price of our common stock to decline.  

If our stockholders sell, or the market perceives that our stockholders intend to sell for various reasons, substantial amounts of 
our common stock in the public market, including shares issued in connection with the exercise of outstanding options or warrants, 
the market price of our common stock could fall. Sales of a substantial number of shares of our common stock may make it more 
difficult for us to sell equity or equity-related securities in the future at a time and price that we deem reasonable or appropriate. We 
may become involved in securities class action litigation that could divert management’s attention and harm our business.  
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 •  actual or anticipated variations in quarterly operating results; 

 •  our failure to meet or exceed the estimates and projections of the investment community; 

 •  overall performance of the equity markets and other factors that may be unrelated to our operating performance or the 
operating performance of our competitors, including changes in market valuations of similar companies; 

 •  conditions or trends in the biotechnology and biopharmaceutical industries; 

 •  introduction of new products offered by us or our competitors; 

 •  announcements of significant acquisitions, strategic partnerships, joint ventures or capital commitments by us or our 
competitors; 

 •  issuances of debt or equity securities; 

 •  sales of our common stock by us or our stockholders in the future; 

 •  trading volume of our common stock; 

 •  ineffectiveness of our internal controls; 

 •  publication of research reports about us or our industry or positive or negative recommendations or withdrawal of research 
coverage by securities analysts; 

 •  general political and economic conditions; 

 •  effects of natural or man-made catastrophic events; and 

 •  other events or factors, many of which are beyond our control. 



The stock markets have from time to time experienced significant price and volume fluctuations that have affected the market 
prices for the common stock of biotechnology and biopharmaceutical companies. These broad market fluctuations may cause the market 
price of our common stock to decline. In the past, securities class action litigation has often been brought against a company following a 
decline in the market price of our securities. This risk is especially relevant for us because biotechnology and biopharmaceutical 
companies have experienced significant stock price volatility in recent years. We may become involved in this type of litigation in the 
future. Litigation often is expensive and diverts management’s attention and resources, which could adversely affect our business.  

Our quarterly operating results may fluctuate significantly.  

We expect our operating results to be subject to quarterly fluctuations. Our net loss and other operating results will be affected by 
numerous factors, including:  
  

  

  

  

  

  

If our quarterly operating results fall below the expectations of investors or securities analysts, the price of our common stock 
could decline substantially. Furthermore, any quarterly fluctuations in our operating results may, in turn, cause the price of our common 
stock to fluctuate substantially.  

Existing stockholders’ interest in us may be diluted by additional issuances of equity securities and raising funds through lending 
and licensing arrangements may restrict our operations or require us to relinquish proprietary rights.  

We may issue additional equity securities to fund future expansion and pursuant to employee benefit plans. We may also issue 
additional equity for other purposes. These securities may have the same rights as our common stock or, alternatively, may have 
dividend, liquidation or other preferences to our common stock. The issuance of additional equity securities will dilute the holdings of 
existing stockholders and may reduce the share price of our common stock.  

If we raise additional funds through collaboration, licensing or other similar arrangements, it may be necessary to relinquish 
potentially valuable rights to our product candidates, potential products or proprietary technologies, or grant licenses on terms that are 
not favorable to us. If adequate funds are not available, our ability to achieve profitability or to respond to competitive pressures would 
be significantly limited and we may be required to delay, significantly curtail or eliminate the development of our product candidates.  

Directors, executive officers, principal stockholders and affiliated entities own a significant percentage of our capital stock, and they 
may make decisions that you do not consider to be in your best interests or those of our other stockholders.  

As of November 4, 2014, our directors, executive officers and principal stockholders beneficially owned, in the aggregate, 
approximately 42.8% of our outstanding voting securities. As a result, if some or all of them acted together, they would have the ability 
to exert substantial influence over the election of our board of directors and the outcome of issues requiring approval by our 
stockholders. This concentration of ownership may also have the effect of delaying or preventing a change in control of our company 
that may be favored by other stockholders. This could prevent transactions in which stockholders might otherwise recover a premium for 
their shares over current market prices.  

Our ability to use our net operating loss carry forwards may be subject to limitation.  

Generally, a change of more than 50% in the ownership of a company’s stock, by value, over a three-year period constitutes an 
ownership change for U.S. federal income tax purposes. An ownership change may limit our ability to use our net operating loss 
carryforwards attributable to the period prior to the change. As a result, if we earn net taxable income, our ability to use our pre-change 
net operating loss carryforwards to offset U.S. federal taxable income may become subject to limitations, which could potentially result 
in increased future tax liability for us. At December 31, 2013, we had net operating loss carryforwards aggregating approximately 
$28.1 million.  
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 •  variations in the level of expenses related to our development programs; 

 •  the addition or termination of clinical trials; 

 •  any intellectual property infringement lawsuit in which we may become involved; 

 •  regulatory developments affecting our product candidates; 

 •  our execution of any collaborative, licensing or similar arrangements, and the timing of payments we may make or receive 
under these arrangements; and 

 •  if Cynviloq receives regulatory approval, the level of underlying demand for that product and wholesalers’ buying patterns. 



Our certificate of incorporation, as amended, and bylaws provide for indemnification of officers and directors at our expense and 
limits their liability, which may result in a major cost to us and hurt the interests of our stockholders because corporate resources 
may be expended for the benefit of our officers and/or directors.  

Our certificate of incorporation, as amended, bylaws and applicable Delaware law provide for the indemnification of our 
directors, officers, employees, and agents, under certain circumstances, against attorney’s fees and other expenses incurred by them in 
any litigation to which they become a party arising from their association with or activities on our behalf. We will also bear the 
expenses of such litigation for any of our directors, officers, employees, or agents, upon such person’s promise to repay us, therefore 
if it is ultimately determined that any such person shall not have been entitled to indemnification. This indemnification policy could 
result in substantial expenditures by us, which we will be unable to recover.  

Our corporate documents and Delaware law contain provisions that could discourage, delay or prevent a change in control of our 
company, prevent attempts to replace or remove current management and reduce the market price of our common stock.  

Provisions in our certificate of incorporation, as amended, and bylaws may discourage, delay or prevent a merger or acquisition 
involving us that our stockholders may consider favorable. For example, our certificate of incorporation, as amended, authorizes our 
board of directors to issue up to 100,000,000 shares of “blank check” preferred stock. As a result, without further stockholder 
approval, the board of directors has the authority to attach special rights, including voting and dividend rights, to this preferred stock. 
With these rights, preferred stockholders could make it more difficult for a third party to acquire us.  

We are also subject to the anti-takeover provisions of the Delaware General Corporation Law. Under these provisions, if anyone 
becomes an “interested stockholder,” we may not enter into a “business combination” with that person for three years without special 
approval, which could discourage a third party from making a takeover offer and could delay or prevent a change in control of us. An 
“interested stockholder” means, generally, someone owning 15% or more of our outstanding voting stock or an affiliate of ours that 
owned 15% or more of our outstanding voting stock during the past three years, subject to certain exceptions as described in the 
Delaware General Corporation Law.  

We have adopted a shareholder rights plan, the purpose of which is, among other things, to enhance our board’s ability to protect 
shareholder interests and to ensure that shareholders receive fair treatment in the event any coercive takeover attempt of our company 
is made in the future. The shareholder rights plan could make it more difficult for a third party to acquire, or could discourage a third 
party from acquiring, our company or a large block of our common stock.  

Compliance with changing regulations concerning corporate governance and public disclosure may result in additional expenses. 

There have been changing laws, regulations and standards relating to corporate governance and public disclosure, including the 
Dodd-Frank Wall Street Reform and Consumer Protection Act, or the Dodd-Frank Act, the Sarbanes-Oxley Act of 2002, or Sarbanes-
Oxley, new regulations promulgated by the SEC and rules promulgated by the national securities exchanges. The Dodd-Frank Act, 
enacted in July 2010, expands federal regulation of corporate governance matters and imposes requirements on public companies to, 
among other things, provide stockholders with a periodic advisory vote on executive compensation and also adds compensation 
committee reforms and enhanced pay-for-performance disclosures. While some provisions of the Dodd-Frank Act are effective upon 
enactment, others will be implemented upon the SEC’s adoption of related rules and regulations. The scope and timing of the 
adoption of such rules and regulations is uncertain and, accordingly, the cost of compliance with the Dodd-Frank Act is also 
uncertain.  

These new or changed laws, regulations and standards are, or will be, subject to varying interpretations in many cases due to 
their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance is provided by regulatory 
and governing bodies, which could result in continuing uncertainty regarding compliance matters and higher costs necessitated by 
ongoing revisions to disclosure and governance practices. As a result, our efforts to comply with evolving laws, regulations and 
standards are likely to continue to result in increased general and administrative expenses and a diversion of management time and 
attention from revenue-generating activities to compliance activities. Members of our board of directors and our principal executive 
officer and principal financial officer could face an increased risk of personal liability in connection with the performance of their 
duties. As a result, we may have difficulty attracting and retaining qualified directors and executive officers, which could harm our 
business. If the actions we take in our efforts to comply with new or changed laws, regulations and standards differ from the actions 
intended by regulatory or governing bodies, we could be subject to liability under applicable laws or our reputation may be harmed.  

If we fail to comply with the rules under the Sarbanes-Oxley Act of 2002 related to accounting controls and procedures, or, if we 
discover material weaknesses and deficiencies in our internal control and accounting procedures, our stock price could decline 
significantly and raising capital could be more difficult.  

Sarbanes-Oxley specifically requires, among other things, that we maintain effective internal controls for financial reporting and 



disclosure of controls and procedures. In particular, we must perform system and process evaluation and testing of our internal 
controls over financial reporting to allow management to report on the effectiveness of our internal controls over financial reporting, 
as required by Section 404 of Sarbanes-Oxley. Our testing, or the subsequent testing by our independent registered public accounting 
firm, if and when required, may reveal deficiencies in our internal controls over financial reporting that are deemed to be material 
weaknesses. Our compliance with Section 404 will require that we incur substantial accounting expense and expend significant 
management efforts. We currently do not have an internal audit group, and we will need to hire additional accounting and financial 
staff with appropriate public company experience and technical accounting knowledge. Moreover, if we are not able to comply with 
the requirements of Section 404 in a timely manner, or if we or our independent registered public accounting firm identifies 
deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses, the market price of our stock 
could decline, and we could be subject to sanctions or investigations by the SEC or other regulatory authorities, which would require 
additional financial and management resources.  
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DISCLOSURE REGARDING FORWARD-LOOKING STATEMENTS  

This prospectus and any accompanying prospectus supplement, including the documents that we incorporate by reference, 
contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended (the “Securities 
Act”), and Section 21E of the Exchange Act. Such forward-looking statements include those that express plans, anticipation, intent, 
contingency, goals, targets or future development and/or otherwise are not statements of historical fact. These forward-looking 
statements are based on our current expectations and projections about future events and they are subject to risks and uncertainties 
known and unknown that could cause actual results and developments to differ materially from those expressed or implied in such 
statements.  

In some cases, you can identify forward-looking statements by terminology, such as “expects,” “anticipates,” “intends,” 
“estimates,” “plans,” “believes,” “seeks,” “may,” “should”, “could” or the negative of such terms or other similar 
expressions. Accordingly, these statements involve estimates, assumptions and uncertainties that could cause actual results to differ 
materially from those expressed in them. Any forward-looking statements are qualified in their entirety by reference to the factors 
discussed throughout this prospectus.  

You should read this prospectus and any accompanying prospectus supplement and the documents that we reference herein and 
therein and have filed as exhibits to the registration statement, of which this prospectus is part, completely and with the understanding 
that our actual future results may be materially different from what we expect. You should assume that the information appearing in 
this prospectus and any accompanying prospectus supplement is accurate as of the date on the front cover of this prospectus or such 
prospectus supplement only. Because the risk factors referred to above, as well as the risk factors referred to on page 2 of this 
prospectus and incorporated herein by reference, could cause actual results or outcomes to differ materially from those expressed in 
any forward-looking statements made by us or on our behalf, you should not place undue reliance on any forward-looking 
statements. Further, any forward-looking statement speaks only as of the date on which it is made, and we undertake no obligation to 
update any forward-looking statement to reflect events or circumstances after the date on which the statement is made or to reflect the 
occurrence of unanticipated events. New factors emerge from time to time, and it is not possible for us to predict which factors will 
arise. In addition, we cannot assess the impact of each factor on our business or the extent to which any factor, or combination of 
factors, may cause actual results to differ materially from those contained in any forward-looking statements. We qualify all of the 
information presented in this prospectus and any accompanying prospectus supplement, and particularly our forward-looking 
statements, by these cautionary statements.  

USE OF PROCEEDS  

Except as otherwise provided in the applicable prospectus supplement, we intend to use the net proceeds from the sale of the 
securities offered by this prospectus for general corporate purposes, which may include working capital, capital expenditures, 
research and development expenditures, regulatory affairs expenditures, clinical trial expenditures, acquisitions of new technologies 
and investments, and the repayment, refinancing, redemption or repurchase of future indebtedness or capital stock.  

The intended application of proceeds from the sale of any particular offering of securities using this prospectus will be described 
in the accompanying prospectus supplement relating to such offering. The precise amount and timing of the application of these 
proceeds will depend on our funding requirements and the availability and costs of other funds.  

THE SECURITIES WE MAY OFFER  

The descriptions of the securities contained in this prospectus, together with the applicable prospectus supplements, summarize 
all the material terms and provisions of the various types of securities that we may offer. We will describe in the applicable 
prospectus supplement relating to any securities the particular terms of the securities offered by that prospectus supplement. If we 
indicate in the applicable prospectus supplement, the terms of the securities may differ from the terms we have summarized below. 
We will also include in the prospectus supplement information, where applicable, about material United States federal income tax 
considerations relating to the securities, and the securities exchange, if any, on which the securities will be listed.  

We may sell from time to time, in one or more offerings:  
  

  

  

 •  shares of our common stock; 

 •  shares of our preferred stock; 

 •  warrants to purchase any of the securities listed above; and/or 



The terms of any securities we offer will be determined at the time of sale. We may issue securities that are exchangeable for or 
convertible into common stock or any of the other securities that may be sold under this prospectus. When particular securities are 
offered, a supplement to this prospectus will be filed with the SEC, which will describe the terms of the offering and sale of the 
offered securities.  
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DESCRIPTION OF CAPITAL STOCK  

General  

The following description of common stock and preferred stock, together with the additional information we include in any 
applicable prospectus supplements, summarizes the material terms and provisions of the common stock and preferred stock that we may 
offer under this prospectus but is not complete. For the complete terms of our common stock and preferred stock, please refer to our 
certificate of incorporation, as amended, which may be further amended from time to time, any certificates of designation for our 
preferred stock, and our bylaws, as amended from time to time. Delaware General Corporation Law (the “DGCL”) may also affect the 
terms of these securities. While the terms we have summarized below will apply generally to any future common stock or preferred stock 
that we may offer, we will describe the particular terms of any series of these securities in more detail in the applicable prospectus 
supplement. If we so indicate in a prospectus supplement, the terms of any common stock or preferred stock we offer under that 
prospectus supplement may differ from the terms we describe below.  

As of November 4, 2014, our authorized capital stock consisted of 750,000,000 shares of common stock, $0.0001 par value per 
share, and 100,000,000 shares of preferred stock, $0.0001 par value per share. Our board of directors may establish the rights and 
preferences of the preferred stock from time to time. As of November 4, 2014, there are 28,932,850 shares of our common stock issued 
and outstanding and no shares of preferred stock issued and outstanding.  

Common Stock  

Holders of our common stock are entitled to one vote per share. Our Certificate of Incorporation does not provide for cumulative 
voting. Holders of our common stock are entitled to receive ratably such dividends, if any, as may be declared by our board of directors 
(the “Board”) out of legally available funds. However, the current policy of our Board is to retain earnings, if any, for the operation and 
expansion of the Company. Upon liquidation, dissolution or winding-up, the holders of our common stock are entitled to share ratably in 
all of our assets which are legally available for distribution, after payment of or provision for all liabilities. The holders of our common 
stock have no preemptive, subscription, redemption or conversion rights.  

Preferred Stock  

As of the date of this prospectus, no shares of preferred stock are issued and outstanding. Our Certificate of Incorporation provides 
that our Board may by resolution, without further vote or action by the stockholders, establish one or more classes or series of preferred 
stock having the number of shares and relative voting rights, designation, dividend rates, liquidation, and other rights, preferences, and 
limitations as may be fixed by them without further stockholder approval. Once designated by our Board, each series of preferred stock 
will have specific financial and other terms that will be described in a prospectus supplement. The description of the preferred stock that 
is set forth in any prospectus supplement is not complete without reference to the documents that govern the preferred stock. These 
include our Certificate of Incorporation and any certificates of designation that the Board may adopt. Prior to the issuance of shares of 
each series of preferred stock, the Board is required by the DGCL and the Certificate of Incorporation to adopt resolutions and file a 
certificate of designation with the Secretary of State of the State of Delaware. The certificate of designation fixes for each class or series 
the designations, powers, preferences, rights, qualifications, limitations and restrictions, including, but not limited to, some or all of the 
following:  
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(a) The distinctive designation of such series and the number of shares which shall constitute such series, which number 

may be increased (except where otherwise provided by the Board in creating such series) or decreased (but not below 
the number of shares thereof then outstanding) from time to time by resolution of the Board; 

 
(b) The rate and manner of payment of dividends payable on shares of such series, including the dividend rate, date of 

declaration and payment, whether dividends shall be cumulative, and the conditions upon which and the date from 
which such dividends shall be cumulative; 

 
(c) Whether shares of such series shall be redeemed, the time or times when, and the price or prices at which, shares of such 

series shall be redeemable, the redemption price, the terms and conditions of redemption, and the sinking fund 
provisions, if any, for the purchase or redemption of such shares; 

 
(d) The amount payable on shares of such series and the rights of holders of such shares in the event of any voluntary or 

involuntary liquidation, dissolution or winding up of the affairs of the Company; 

 
(e) The rights, if any, of the holders of shares of such series to convert such shares into, or exchange such shares for, shares 

of common stock, other securities, or shares of any other class or series of preferred stock and the terms and conditions 
of such conversion or exchange; 

 (f) The voting rights, if any, and whether full or limited, of the shares of such series, which may include no voting rights, 
one vote per share, or such higher number of votes per share as may be designated by the Board; and 



All shares of preferred stock offered hereby will, when issued, be fully paid and nonassessable, including shares of preferred 
stock issued upon the exercise of preferred stock warrants or subscription rights, if any.  

Although our Board has no intention at the present time of doing so, it could authorize the issuance of a series of preferred stock 
that could, depending on the terms of such series, impede the completion of a merger, tender offer or other takeover attempt.  

Anti-Takeover Effects of Certain Provisions of our Certificate of Incorporation, Bylaws and the DGCL  

Certain provisions of our Certificate of Incorporation and Bylaws, which are summarized in the following paragraphs, may have 
the effect of discouraging potential acquisition proposals or making a tender offer or delaying or preventing a change in control, 
including changes a stockholder might consider favorable. Such provisions may also prevent or frustrate attempts by our stockholders 
to replace or remove our management. In particular, the Certificate of Incorporation and Bylaws and Delaware law, as applicable, 
among other things:  
  

  

  

These provisions are expected to discourage certain types of coercive takeover practices and inadequate takeover bids and to 
encourage persons seeking to acquire control of our company to first negotiate with its board. These provisions may delay or prevent 
someone from acquiring or merging with us, which may cause the market price of our common stock to decline.  

Blank Check Preferred. The Board is authorized to create and issue from time to time, without stockholder approval, up to an 
aggregate of 100,000,000 shares of preferred stock in one or more series and to establish the number of shares of any series of 
preferred stock and to fix the designations, powers, preferences and rights of the shares of each series and any qualifications, 
limitations or restrictions of the shares of each series.  

The authority to designate preferred stock may be used to issue series of preferred stock, or rights to acquire preferred stock, that 
could dilute the interest of, or impair the voting power of, holders of the common stock or could also be used as a method of 
determining, delaying or preventing a change of control.  

Advance Notice Bylaws. The Bylaws contain an advance notice procedure for stockholder proposals to be brought before any 
meeting of stockholders, including proposed nominations of persons for election to the Board. Stockholders at any meeting will only 
be able to consider proposals or nominations specified in the notice of meeting or brought before the meeting by or at the direction of 
the Board or by a stockholder who was a stockholder of record on the record date for the meeting, who is entitled to vote at the 
meeting and who has given the Company’s corporate secretary timely written notice, in proper form, of the stockholder’s intention to 
bring that business before the meeting. Although the Bylaws do not give the Board the power to approve or disapprove stockholder 
nominations of candidates or proposals regarding other business to be conducted at a special or annual meeting, the Bylaws may have 
the effect of precluding the conduct of certain business at a meeting if the proper procedures are not followed or may discourage or 
deter a potential acquiror from conducting a solicitation of proxies to elect its own slate of directors or otherwise attempting to obtain 
control of the Company.  

Interested Stockholder Transactions. We are subject to Section 203 of the Delaware General Corporation Law which, subject to 
certain exceptions, prohibits “business combinations” between a publicly-held Delaware corporation and an “interested stockholder,” 
which is generally defined as a stockholder who becomes a beneficial owner of 15% or more of a Delaware corporation’s voting 
stock for a three-year period following the date that such stockholder became an interested stockholder.  

Transfer Agent and Registrar  

The Transfer Agent and Registrar for our common stock is Philadelphia Stock Transfer, Inc.  

DESCRIPTION OF WARRANTS 

 

(g) The preemptive or preferential rights, if any, of the holders of shares of such series to subscribe for, purchase, 
receive, or otherwise acquire any part of any new or additional issue of stock of any class, whether now or hereafter 
authorized, or of any bonds, debentures, notes, or other securities of the Company, whether or not convertible into 
shares of stock with the Company. 

 •  provide the board of directors with the ability to alter the bylaws without stockholder approval; 

 •  place limitations on the removal of directors; and 

 •  provide that vacancies on the board of directors may be filled by a majority of directors in office, although less than a 
quorum. 



The following description, together with the additional information we may include in any applicable prospectus supplements, 
summarizes the material terms and provisions of the warrants that we may offer under this prospectus and the related warrant 
agreements and warrant certificates. While the terms summarized below will apply generally to any warrants that we may offer, we 
will describe the particular terms of any series of warrants in more detail in the applicable prospectus supplement. If we indicate in 
the prospectus supplement, the terms of any warrants offered under that prospectus supplement may differ from the terms described  
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below. If there are differences between that prospectus supplement and this prospectus, the prospectus supplement will control. Thus, 
the statements we make in this section may not apply to a particular series of warrants. Specific warrant agreements will contain 
additional important terms and provisions and will be incorporated by reference as an exhibit to the registration statement which 
includes this prospectus.  

General  

We may issue warrants for the purchase of common stock and/or preferred stock in one or more series. We may issue warrants 
independently or together with common stock and/or preferred stock, and the warrants may be attached to or separate from these 
securities.  

We will evidence each series of warrants by warrant certificates that we may issue under a separate agreement. We may enter 
into the warrant agreement with a warrant agent. Each warrant agent may be a bank that we select which has its principal office in the 
United States and a combined capital and surplus of at least $50,000,000. We may also choose to act as out own warrant agent. We 
will indicate the name and address of any such warrant agent in the applicable prospectus supplement relating to a particular series of 
warrants.  

We will describe in the applicable prospectus supplement the terms of the series of warrants, including:  
  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

Before exercising their warrants, holders of warrants will not have any of the rights of holders of the securities purchasable upon 
such exercise, including in the case of warrants to purchase common stock or preferred stock, the right to receive dividends, if any, or, 
payments upon our liquidation, dissolution or winding up or to exercise voting rights, if any.  
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 •  the offering price and aggregate number of warrants offered; 

 •  the currency for which the warrants may be purchased; 

 •  if applicable, the designation and terms of the securities with which the warrants are issued and the number of warrants 
issued with each such security or each principal amount of such security; 

 •  if applicable, the date on and after which the warrants and the related securities will be separately transferable; 

 
•  in the case of warrants to purchase common stock or preferred stock, the number of shares of common stock or preferred 

stock, as the case may be, purchasable upon the exercise of one warrant and the price at which these shares may be 
purchased upon such exercise; 

 •  the warrant agreement under which the warrants will be issued; 

 •  the effect of any merger, consolidation, sale or other disposition of our business on the warrant agreement and the warrants; 

 •  anti-dilution provisions of the warrants, if any; 

 •  the terms of any rights to redeem or call the warrants; 

 •  any provisions for changes to or adjustments in the exercise price or number of securities issuable upon exercise of the 
warrants; 

 •  the dates on which the right to exercise the warrants will commence and expire or, if the warrants are not continuously 
exercisable during that period, the specific date or dates on which the warrants will be exercisable; 

 •  the manner in which the warrant agreement and warrants may be modified; 

 •  the identities of the warrant agent and any calculation or other agent for the warrants; 

 •  federal income tax consequences of holding or exercising the warrants; 

 •  the terms of the securities issuable upon exercise of the warrants; 

 •  any securities exchange or quotation system on which the warrants or any securities deliverable upon exercise of the 
warrants may be listed; and 

 •  any other specific terms, preferences, rights or limitations of or restrictions on the warrants. 



Exercise of Warrants  

Each warrant will entitle the holder to purchase the securities that we specify in the applicable prospectus supplement at the 
exercise price that we describe in the applicable prospectus supplement. Unless we otherwise specify in the applicable prospectus 
supplement, holders of the warrants may exercise the warrants at any time up to 5:00 P.M. eastern time on the expiration date that we 
set forth in the applicable prospectus supplement. After the close of business on the expiration date, unexercised warrants will become 
void.  

Holders of the warrants may exercise the warrants by delivering the warrant certificate representing the warrants to be exercised 
together with specified information, and paying the required amount to the warrant agent in immediately available funds, as provided 
in the applicable prospectus supplement. We will set forth on the reverse side of the warrant certificate, and in the applicable 
prospectus supplement, the information that the holder of the warrant will be required to deliver to the warrant agent.  

Until the warrant is properly exercised, no holder of any warrant will be entitled to any rights of a holder of the securities 
purchasable upon exercise of the warrant.  

Upon receipt of the required payment and the warrant certificate properly completed and duly executed at the corporate trust 
office of the warrant agent or any other office indicated in the applicable prospectus supplement, we will issue and deliver the 
securities purchasable upon such exercise. If fewer than all of the warrants represented by the warrant certificate are exercised, then 
we will issue a new warrant certificate for the remaining amount of warrants. If we so indicate in the applicable prospectus 
supplement, holders of the warrants may surrender securities as all or part of the exercise price for warrants.  

Enforceability of Rights By Holders of Warrants  

Any warrant agent will act solely as our agent under the applicable warrant agreement and will not assume any obligation or 
relationship of agency or trust with any holder of any warrant. A single bank or trust company may act as warrant agent for more than 
one issue of warrants. A warrant agent will have no duty or responsibility in case of any default by us under the applicable warrant 
agreement or warrant, including any duty or responsibility to initiate any proceedings at law or otherwise, or to make any demand 
upon us. Any holder of a warrant may, without the consent of the related warrant agent or the holder of any other warrant, enforce by 
appropriate legal action its right to exercise, and receive the securities purchasable upon exercise of, its warrants in accordance with 
their terms.  

Warrant Agreement Will Not Be Qualified Under Trust Indenture Act  

No warrant agreement will be qualified as an indenture, and no warrant agent will be required to qualify as a trustee, under the 
Trust Indenture Act. Therefore, holders of warrants issued under a warrant agreement will not have the protection of the Trust 
Indenture Act with respect to their warrants.  

Governing Law  

Each warrant agreement and any warrants issued under the warrant agreements will be governed by New York law.  

Calculation Agent  

Calculations relating to warrants may be made by a calculation agent, an institution that we appoint as our agent for this 
purpose. The prospectus supplement for a particular warrant will name the institution that we have appointed to act as the calculation 
agent for that warrant as of the original issue date for that warrant. We may appoint a different institution to serve as calculation agent 
from time to time after the original issue date without the consent or notification of the holders.  

The calculation agent’s determination of any amount of money payable or securities deliverable with respect to a warrant will be 
final and binding in the absence of manifest error.  

DESCRIPTION OF UNITS  

We may issue units comprised of one or more of the other securities described in this prospectus in any combination. Each unit 
will be issued so that the holder of the unit is also the holder of each security included in the unit. Thus, the holder of a unit will have 
the rights and obligations of a holder of each included security. The unit agreement under which a unit is issued may provide that the 
securities included in the unit may not be held or transferred separately, at any time or at any time before a specified date.  



The applicable prospectus supplement will describe:  
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 •  the designation and terms of the units and of the securities comprising the units, including whether and under what 
circumstances those securities may be held or transferred separately; 

 •  any unit agreement under which the units will be issued; 

 •  any provisions for the issuance, payment, settlement, transfer or exchange of the units or of the securities comprising the 
units; and 

 •  whether the units will be issued in fully registered or global form. 



The applicable prospectus supplement will describe the terms of any units. The preceding description and any description of units in the 
applicable prospectus supplement does not purport to be complete and is subject to and is qualified in its entirety by reference to the unit agreement 
and, if applicable, collateral arrangements and depositary arrangements relating to such units.  

PLAN OF DISTRIBUTION  

We may sell the securities being offered pursuant to this prospectus through underwriters or dealers, through agents, or directly to one or 
more purchasers or through a combination of these methods. The applicable prospectus supplement will describe the terms of the offering of the 
securities, including:  
  

  

  

  

  

We may distribute the securities from time to time in one or more transactions at:  
  

  

  

  

Only underwriters named in the prospectus supplement are underwriters of the securities offered by the prospectus supplement.  

If underwriters are used in an offering, we will execute an underwriting agreement with such underwriters and will specify the name of each 
underwriter and the terms of the transaction (including any underwriting discounts and other terms constituting compensation of the underwriters 
and any dealers) in a prospectus supplement. The securities may be offered to the public either through underwriting syndicates represented by 
managing underwriters or directly by one or more investment banking firms or others, as designated. If an underwriting syndicate is used, the 
managing underwriter(s) will be specified on the cover of the prospectus supplement. If underwriters are used in the sale, the offered securities will 
be acquired by the underwriters for their own accounts and may be resold from time to time in one or more transactions, including negotiated 
transactions, at a fixed public offering price or at varying prices determined at the time of sale. Any public offering price and any discounts or 
concessions allowed or reallowed or paid to dealers may be changed from time to time. Unless otherwise set forth in the prospectus supplement, 
the obligations of the underwriters to purchase the offered securities will be subject to conditions precedent and the underwriters will be obligated 
to purchase all of the offered securities if any are purchased.  

We may grant to the underwriters options to purchase additional securities to cover over-allotments, if any, at the public offering price, with 
additional underwriting commissions or discounts, as may be set forth in a related prospectus supplement. The terms of any over-allotment option 
will be set forth in the prospectus supplement for those securities.  

If we use a dealer in the sale of the securities being offered pursuant to this prospectus or any prospectus supplement, we will sell the 
securities to the dealer, as principal. The dealer may then resell the securities to the public at varying prices to be determined by the dealer at the 
time of resale. The names of the dealers and the terms of the transaction will be specified in a prospectus supplement.  

We may sell the securities directly or through agents we designate from time to time. We will name any agent involved in the offering and 
sale of securities and we will describe any commissions we will pay the agent in the prospectus supplement. Unless the prospectus supplement 
states otherwise, any agent will act on a best-efforts basis for the period of its appointment.  

We may authorize agents or underwriters to solicit offers by institutional investors to purchase securities from us at the public offering price 
set forth in the prospectus supplement pursuant to delayed delivery contracts providing for payment and delivery on a specified date in the future. 
We will describe the conditions to these contracts and the commissions we must pay for solicitation of these contracts in the prospectus 
supplement.  

In connection with the sale of the securities, underwriters, dealers or agents may receive compensation from us or from purchasers of the 
common stock for whom they act as agents in the form of discounts, concessions or commissions. Underwriters may sell the securities to or 
through dealers, and those dealers may receive compensation in the form of discounts, concessions or commissions from the underwriters or 
commissions from the purchasers for whom they may act as agents. Underwriters, dealers and  
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 •  the name or names of any underwriters, if any, and if required, any dealers or agents; 

 •  the purchase price of the securities and the proceeds we will receive from the sale; 

 •  any underwriting discounts and other items constituting underwriters’ compensation; 

 •  any discounts or concessions allowed or reallowed or paid to dealers; and 

 •  any securities exchange or market on which the securities may be listed. 

 •  a fixed price or prices, which may be changed; 

 •  market prices prevailing at the time of sale; 

 •  prices related to such prevailing market prices; or 

 •  negotiated prices. 



agents that participate in the distribution of the securities, and any institutional investors or others that purchase common stock 
directly and then resell the securities, may be deemed to be underwriters, and any discounts or commissions received by them from us 
and any profit on the resale of the common stock by them may be deemed to be underwriting discounts and commissions under the 
Securities Act.  

We may provide agents and underwriters with indemnification against particular civil liabilities, including liabilities under the 
Securities Act, or contribution with respect to payments that the agents or underwriters may make with respect to such liabilities. 
Agents and underwriters may engage in transactions with, or perform services for, us in the ordinary course of business.  

In addition, we may enter into derivative transactions with third parties (including the writing of options), or sell securities not 
covered by this prospectus to third parties in privately negotiated transactions. If the applicable prospectus supplement indicates, in 
connection with such a transaction, the third parties may, pursuant to this prospectus and the applicable prospectus supplement, sell 
securities covered by this prospectus and the applicable prospectus supplement. If so, the third party may use securities borrowed 
from us or others to settle such sales and may use securities received from us to close out any related short positions. We may also 
loan or pledge securities covered by this prospectus and the applicable prospectus supplement to third parties, who may sell the 
loaned securities or, in an event of default in the case of a pledge, sell the pledged securities pursuant to this prospectus and the 
applicable prospectus supplement. The third party in such sale transactions will be an underwriter and will be identified in the 
applicable prospectus supplement or in a post-effective amendment.  

To facilitate an offering of a series of securities, persons participating in the offering may engage in transactions that stabilize, 
maintain, or otherwise affect the market price of the securities. This may include over-allotments or short sales of the securities, 
which involves the sale by persons participating in the offering of more securities than have been sold to them by us. In those 
circumstances, such persons would cover such over-allotments or short positions by purchasing in the open market or by exercising 
the over-allotment option granted to those persons. In addition, those persons may stabilize or maintain the price of the securities by 
bidding for or purchasing securities in the open market or by imposing penalty bids, whereby selling concessions allowed to 
underwriters or dealers participating in any such offering may be reclaimed if securities sold by them are repurchased in connection 
with stabilization transactions. The effect of these transactions may be to stabilize or maintain the market price of the securities at a 
level above that which might otherwise prevail in the open market. Such transactions, if commenced, may be discontinued at any 
time. We make no representation or prediction as to the direction or magnitude of any effect that the transactions described above, if 
implemented, may have on the price of our securities.  

Any common stock sold pursuant to a prospectus supplement will be eligible for quotation and trading on The NASDAQ Capital
Market. Any underwriters to whom securities are sold by us for public offering and sale may make a market in the securities, but such 
underwriters will not be obligated to do so and may discontinue any market making at any time without notice.  

In order to comply with the securities laws of some states, if applicable, the securities offered pursuant to this prospectus will be 
sold in those states only through registered or licensed brokers or dealers. In addition, in some states securities may not be sold unless 
they have been registered or qualified for sale in the applicable state or an exemption from the registration or qualification 
requirement is available and complied with.  

LEGAL MATTERS  

The validity of the issuance of the securities offered hereby will be passed upon for us by Sichenzia Ross Friedman Ference 
LLP, New York, New York.  

EXPERTS  

The consolidated balance sheets as of December 31, 2013 and 2012, and the related consolidated statements of operations, 
stockholders’ equity, and cash flows for the years then ended and for the period from January 25, 2006 (Inception) through 
December 31, 2013 have been incorporated in reliance on the report of Mayer Hoffman McCann P.C., an independent registered 
public accounting firm, incorporated herein by reference, given on the authority of said firm as experts in auditing and accounting.  

WHERE YOU CAN FIND MORE INFORMATION  

This prospectus constitutes a part of a registration statement on Form S-3 filed under the Securities Act. As permitted by the 
SEC’s rules, this prospectus and any prospectus supplement, which form a part of the registration statement, do not contain all the 
information that is included in the registration statement. You will find additional information about us in the registration 



statement. Any statements made in this prospectus or any prospectus supplement concerning legal documents are not necessarily 
complete and you should read the documents that are filed as exhibits to the registration statement or otherwise filed with the SEC for 
a more complete understanding of the document or matter.  

We file annual, quarterly and current reports, proxy statements and other information with the SEC. You may read, without 
charge, and copy the documents we file at the SEC’s public reference rooms in Washington, D.C. at 100 F Street, NE, Room 1580, 
Washington, DC 20549, or in New York, New York and Chicago, Illinois. You can request copies of these documents by writing to 
the SEC and paying a fee for the copying cost. Please call the SEC at 1-800-SEC-0330 for further information on the public reference 
rooms. Our SEC filings are also available to the public at no cost from the SEC’s website at http://www.sec.gov.  
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INCORPORATION OF DOCUMENTS BY REFERENCE 

We have filed a registration statement on Form S-3 with the Securities and Exchange Commission under the Securities Act. This 
prospectus is part of the registration statement but the registration statement includes and incorporates by reference additional 
information and exhibits. The Securities and Exchange Commission permits us to “incorporate by reference” the information 
contained in documents we file with the Securities and Exchange Commission, which means that we can disclose important 
information to you by referring you to those documents rather than by including them in this prospectus. Information that is 
incorporated by reference is considered to be part of this prospectus and you should read it with the same care that you read this 
prospectus. Information that we file later with the Securities and Exchange Commission will automatically update and supersede the 
information that is either contained, or incorporated by reference, in this prospectus, and will be considered to be a part of this 
prospectus from the date those documents are filed. We have filed with the Securities and Exchange Commission, and incorporate by 
reference in this prospectus:  
  

  

  

  

  

  

  

  

We also incorporate by reference all additional documents that we file with the Securities and Exchange Commission under the 
terms of Sections 13(a), 13(c), 14 or 15(d) of the Exchange Act that are made after the initial filing date of the registration statement 
of which this prospectus is a part until the offering of the particular securities covered by a prospectus supplement or term sheet has 
been completed. We are not, however, incorporating, in each case, any documents or information that we are deemed to furnish and 
not file in accordance with Securities and Exchange Commission rules.  

You may request, and we will provide you with, a copy of these filings, at no cost, by calling us at (858) 210-3700 or by writing 
to us at the following address:  

Sorrento Therapeutics, Inc.  
6042 Cornerstone Ct. West, Suite B  

San Diego, California 92121  
Attn.: Corporate Secretary  
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 •  Annual Report on Form 10-K for the year ended December 31, 2013 filed with the SEC on April 1, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2014 filed with the SEC on May 14, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended June 30, 2014 filed with the SEC on August 6, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2014 filed with the SEC on May 14, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended September 30, 2014 filed with the SEC on November 4, 
2014; 

 •  Proxy Statement on Schedule 14A filed with the SEC on April 29, 2014; 

 

•  Current Reports on Form 8-K (excluding any reports or portions thereof that are deemed to be furnished and not filed) filed 
with the SEC on January 9, 2014, February 3, 2014, March 3, 2014, March 11, 2014, March 25, 2014, April 1, 
2014, April 4, 2014, May 13, 2014, May 15, 2014, May 30, 2014, June 23, 2014, June 25, 2014, July 1, 2014, July 21, 
2014, July 31, 2014, August 8, 2014, August 18, 2014, August 21, 2014, October 6, 2014 and October 15, 2014; and 

 •  The description of our common stock contained in our Form 8-A filed with the SEC on October 23, 2014. 



The information in this prospectus is not complete and may be changed. We may not sell these securities until the Securities and Exchange 
Commission declares our registration statement effective. This prospectus is not an offer to sell these securities and is not soliciting an offer 
to buy these securities in any state where the offer or sale is not permitted.  
  

SUBJECT TO COMPLETION, DATED NOVEMBER 4, 2014  

PROSPECTUS  
  

  

$50,000,000  

Common Stock  
  

We have entered into an At Market Sales Agreement with MLV & Co. LLC, or MLV, relating to shares of our common stock offered 
by this prospectus. In accordance with the terms of the sales agreement, we may offer and sell shares of our common stock having an 
aggregate offering price of up to $50.0 million from time to time through MLV. 

Our common stock is presently traded on The NASDAQ Capital Market under the symbol “SRNE.” On November 3, 2014, the last 
reported sale price of our common stock was $4.55.  

Sales of our common stock, if any, under this prospectus may be made in sales deemed to be “at the market equity offerings” as 
defined in Rule 415 promulgated under the Securities Act of 1933, as amended, including sales made directly on or through The NASDAQ 
Capital Market, the existing trading market for our common stock, sales made to or through a market maker other than on an exchange or 
otherwise, in negotiated transactions at market prices prevailing at the time of sale or at prices related to such prevailing market prices, 
and/or any other method permitted by law. MLV will act as a sales agent on a best efforts basis using commercially reasonable efforts 
consistent with its normal trading and sales practices, on mutually agreed terms between MLV and us. There is no arrangement for funds to 
be received in any escrow, trust or similar arrangement.  

The compensation to MLV for sales of common stock sold pursuant to the sales agreement is an aggregate of up to 3% of the gross 
proceeds of the sales price per share. In connection with the sale of the common stock on our behalf, MLV will be deemed to be an 
“underwriter” within the meaning of the Securities Act of 1933, as amended, and the compensation of MLV will be deemed to be 
underwriting commissions or discounts. We have also agreed to provide indemnification and contribution to MLV with respect to certain 
liabilities, including liabilities under the Securities Act of 1933, as amended.  
  

Investing in our common stock involves a high degree of risk. Please read the information contained in 
and incorporated by reference under the heading “Risk Factors” on page S-3 of this prospectus, and under 
similar headings in the other documents that are filed after the date hereof and incorporated by reference 
into this prospectus.  

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             , 2014. 
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ABOUT THIS PROSPECTUS 

This prospectus relates to the offering of our common stock. Before buying any of the common stock that we are offering, we 
urge you to carefully read this prospectus, together with the information incorporated by reference as described under the headings 
“Where You Can Find More Information” and “Incorporation of Certain Information by Reference” in this prospectus. These 
documents contain important information that you should consider when making your investment decision.  

This prospectus describes the specific terms of the common stock we are offering and also adds to, and updates information 
contained in the documents incorporated by reference into this prospectus. To the extent there is a conflict between the information 
contained in this prospectus, on the one hand, and the information contained in any document incorporated by reference into this 
prospectus that was filed with the Securities and Exchange Commission, or SEC, before the date of this prospectus, on the other hand, 
you should rely on the information in this prospectus. If any statement in one of these documents is inconsistent with a statement in 
another document having a later date — for example, a document incorporated by reference into this prospectus — the statement in 
the document having the later date modifies or supersedes the earlier statement.  

You should rely only on the information contained in, or incorporated by reference into this prospectus and in any free writing 
prospectus that we may authorize for use in connection with this offering. We have not, and MLV has not, authorized any other 
person to provide you with different information. If anyone provides you with different or inconsistent information, you should not 
rely on it. We are not, and MLV is not, making an offer to sell or soliciting an offer to buy our securities in any jurisdiction in which 
an offer or solicitation is not authorized or in which the person making that offer or solicitation is not qualified to do so or to anyone 
to whom it is unlawful to make an offer or solicitation. You should assume that the information appearing in this prospectus, the 
documents incorporated by reference into this prospectus, and in any free writing prospectus that we may authorize for use in 
connection with this offering, is accurate only as of the date of those respective documents. Our business, financial condition, results 
of operations and prospects may have changed since those dates. You should read this prospectus, the documents incorporated by 
reference into this prospectus, and any free writing prospectus that we may authorize for use in connection with this offering, in their 
entirety before making an investment decision. You should also read and consider the information in the documents to which we have 
referred you in the sections of this prospectus entitled “Where You Can Find More Information” and “Incorporation of Certain 
Information by Reference.”  

We are offering to sell, and seeking offers to buy, shares of common stock only in jurisdictions where offers and sales are 
permitted. The distribution of this prospectus and the offering of the common stock in certain jurisdictions may be restricted by law. 
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 common stock and the distribution of this prospectus outside the United States. This 
prospectus does not constitute, and may not be used in connection with, an offer to sell, or a solicitation of an offer to buy, any 
securities offered by this prospectus by any person in any jurisdiction in which it is unlawful for such person to make such an offer or 
solicitation.  

Our principal executive office is located at 6042 Cornerstone Ct. West, Suite B, San Diego, California 92121. Our telephone 
number is (858) 210-3700 and our website address is www.sorrentotherapeutics.com. The information on our website is not a part of, 
and should not be construed as being incorporated by reference into this prospectus.  
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PROSPECTUS SUMMARY 

This summary highlights certain information about us, this offering and selected information contained elsewhere in or 
incorporated by reference into this prospectus. This summary is not complete and does not contain all of the information that 
you should consider before deciding whether to invest in our common stock. For a more complete understanding of our company 
and this offering, we encourage you to read and consider carefully the more detailed information in this prospectus and the 
accompanying prospectus, including the information incorporated by reference into this prospectus and the accompanying 
prospectus, and the information referred to under the heading “Risk Factors” in this prospectus on page S-3 and in the 
documents incorporated by reference into this prospectus and the accompanying prospectus.  

The Offering  
  

  

Common stock offered by us
 

Shares of our common stock having an aggregate offering 
price of up to $50.0 million.

Manner of offering

 

“At the market offering” that may be made from time to 
time through our sales agent, MLV. See “Plan of 
Distribution” on page S-34.

Use of Proceeds

 

We currently intend to use the net proceeds from this 
offering to fund our research and development activities and 
for working capital and other general corporate purposes 
and possibly acquisitions of other companies, products or 
technologies, though no such acquisitions are currently 
contemplated.

Risk Factors

 

Investing in our common stock involves a high degree of 
risk. Please read the information contained in and 
incorporated by reference under the heading “Risk Factors” 
on page S-3 of this prospectus and under similar headings in 
the other documents that are filed after the date hereof and 
incorporated by reference into this prospectus.

NASDAQ Capital Market Listing
 

Our common stock is listed on The NASDAQ Capital 
Market under the symbol “SRNE.”



RISK FACTORS 

Investing in our common stock involves risk. Before deciding whether to invest in our common stock, you should consider 
carefully the risks and uncertainties described below. You should also consider the risks, uncertainties and assumptions discussed 
under the heading “Risk Factors” included in our most recent annual report on Form 10-K, as revised or supplemented by our most 
recent quarterly report on Form 10-Q, each of which are on file with the SEC and are incorporated herein by reference, and which 
may be amended, supplemented or superseded from time to time by other reports we file with the SEC in the future. There may be 
other unknown or unpredictable economic, business, competitive, regulatory or other factors that could have material adverse effects 
on our future results. If any of these risks actually occurs, our business, business prospects, financial condition or results of 
operations could be seriously harmed. This could cause the trading price of our common stock to decline, resulting in a loss of all or 
part of your investment. Please also read carefully the section below entitled “Disclosure Regarding Forward-Looking Statements.”  

Risks Related to Our Financial Position and Capital Requirements  

We are a development-stage company subject to all of the risks and uncertainties of a new business, including the risk that we or 
our partners may never develop, complete development or market any of our product candidates or generate product related 
revenues.  

We are a development-stage biopharmaceutical company that began operating and commenced research and development 
activities in 2009. Biopharmaceutical product development is a highly speculative undertaking and involves a substantial degree of 
risk. There is no assurance that our libraries of fully-human mAbs will be suitable for diagnostic or therapeutic use, or that we will be 
able to identify and isolate therapeutics product candidates, or develop, market and commercialize these candidates. We do not expect 
any of our fully-human mAb, ADC, RTX, Cynviloq or related companion diagnostic product candidates to be commercially available 
for a few years, if at all. Even if we are able to commercialize our product candidates, there is no assurance that these candidates 
would generate revenues or that any revenues generated would be sufficient for us to become profitable or thereafter maintain 
profitability.  

We do not have any products that are approved for commercial sale and therefore do not expect to generate any revenues from 
product sales in the foreseeable future, if ever.  

We have not generated any product related revenues to date, and do not expect to generate any such revenues for at least the 
next several years, if at all. To obtain revenues from sales of our product candidates, we must succeed, either alone or with third 
parties, in developing, obtaining regulatory approval for, manufacturing and marketing products with commercial potential. We may 
never succeed in these activities, and we may not generate sufficient revenues to continue our business operations or achieve 
profitability.  

We have incurred significant losses since inception and anticipate that we will incur continued losses for the foreseeable future.  

As of September 30, 2014, December 31, 2013 and 2012, we had an accumulated deficit of $59.0 million, $32.9 million and 
$11.0 million, respectively. We have incurred operating losses since our inception, expect to continue to incur significant operating 
losses for the foreseeable future, and we expect these losses to increase as we: (i) complete our bioequivalence, or BE, registration 
trial related to Cynviloq and prepare for our New Drug Application, or NDA, filing anticipated in 2015, (ii) advance RTX into clinical 
trials and potentially pursue other human or veterinary indications, (iii) continue to identify and advance a number of potential mAb 
and ADC drug candidates into preclinical and clinical development activities, (iv) continue our development of, and seek regulatory 
approvals for, our product candidates, and begin to commercialize any approved products, and (v) expand our corporate 
infrastructure, including the costs associated with being a NASDAQ public company. As such, we are subject to all risks incidental to 
the development of new biopharmaceutical products and related companion diagnostics, and we may encounter unforeseen expenses, 
difficulties, complications, delays and other unknown factors that may adversely affect our business. Our prior losses, combined with 
expected future losses, have had and will continue to have an adverse effect on our stockholders’ equity and working capital.  

We will require substantial additional funding which may not be available to us on acceptable terms, or at all. If we fail to raise 
the necessary additional capital, we may be unable to complete the development and commercialization of our product candidates, 
or continue our development programs.  

Our operations have consumed substantial amounts of cash since inception. We expect to significantly increase our spending to 
advance the preclinical and clinical development of our product candidates and launch and commercialize any product candidates for 
which we receive regulatory approval, including building our own commercial organizations to address certain markets. We will 
require additional capital for the further development and commercialization of our product candidates, as well as to fund our other 
operating expenses and capital expenditures. 



We cannot be certain that additional funding will be available on acceptable terms, or at all. If we are unable to raise additional 
capital in sufficient amounts or on terms acceptable to us we may have to significantly delay, scale back or discontinue the 
development or commercialization of one or more of our product candidates. We may also seek collaborators for one or more of our 
current or future product candidates at an earlier stage than otherwise would be desirable or on terms that are less favorable than 
might otherwise be available. Any of these events could significantly harm our business, financial condition and prospects.  
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Our future capital requirements will depend on many factors, including: 
  

  

  

  

  

  

  

  

  

  

In order to carry out our business plan and implement our strategy, we anticipate that we will need to obtain additional financing 
from time to time and may choose to raise additional funds through strategic collaborations, licensing arrangements, public or private 
equity or debt financing, bank lines of credit, asset sales, government grants, or other arrangements. We cannot be sure that any 
additional funding, if needed, will be available on terms favorable to us or at all. Furthermore, any additional equity or equity-related 
financing may be dilutive to our stockholders, and debt or equity financing, if available, may subject us to restrictive covenants and 
significant interest costs. If we obtain funding through a strategic collaboration or licensing arrangement, we may be required to 
relinquish our rights to certain of our product candidates or marketing territories.  

Further, there is uncertainty related to future National Institute of Health, or NIH, grant funding, and the NIH plans for new 
grants or cooperative agreements may be re-scoped, delayed, or canceled depending on the nature of the work and the availability of 
resources. As a result, we cannot assure you that we will receive any additional funding under our existing NIH grants, and we may 
not be successful in securing additional grants from the NIH in the future.  

Our inability to raise capital when needed would harm our business, financial condition and results of operations, and could 
cause our stock price to decline or require that we wind down our operations altogether.  

Risks Related to Our Business and Industry  

We are heavily dependent on the success of our technologies and product candidates, and we cannot give any assurance that any 
of our product candidates will receive regulatory approval, which is necessary before they can be commercialized.  

To date, we have invested a significant portion of our efforts and financial resources in the acquisition and development of our 
product candidates. We have not demonstrated our ability to perform the functions necessary for the successful acquisition, 
development or commercialization of the technologies we are seeking to develop. As an early stage company, we have limited 
experience and have not yet demonstrated an ability to successfully overcome many of the risks and uncertainties frequently 
encountered by companies in new and rapidly evolving fields, particularly in the biopharmaceutical area. Our future success is 
substantially dependent on our ability to successfully develop, obtain regulatory approval for, and then successfully commercialize 
such product candidates. Our product candidates are currently in preclinical development or in clinical trials. Our business depends 
entirely on the successful development and commercialization of our product candidates, which may never occur. We currently 
generate no revenues from sales of any drugs, and we may never be able to develop or commercialize a marketable drug.  
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 •  the progress of the development of our fully-human mAb, ADC, RTX, Cynviloq or related companion diagnostic product 
candidates; 

 •  the number of product candidates we pursue; 

 •  the time and costs involved in obtaining regulatory approvals; 

 •  the costs involved in filing and prosecuting patent applications and enforcing or defending patent claims; 

 •  our plans to establish sales, marketing and/or manufacturing capabilities; 

 •  the effect of competing technological and market developments; 

 •  the terms and timing of any collaborative, licensing and other arrangements that we may establish; 

 •  general market conditions for offerings from biopharmaceutical companies; 

 •  our ability to establish, enforce and maintain selected strategic alliances and activities required for product 
commercialization; and 

 •  our revenues, if any, from successful development and commercialization of our product candidates. 



The successful development, and any commercialization, of our technologies and any product candidates would require us to 
successfully perform a variety of functions, including:  
  

  

  

  

  

  

Our operations have been limited to organizing our company, acquiring, developing and securing our proprietary technology and 
identifying and obtaining early preclinical data or clinical data for various product candidates. These operations provide a limited basis for 
you to assess our ability to continue to develop our technology, identify product candidates, develop and commercialize any product 
candidates we are able to identify and enter into successful collaborative arrangements with other companies, as well as for you to assess the 
advisability of investing in our securities. Each of these requirements will require substantial time, effort and financial resources.  

Each of our product candidates will require additional preclinical or clinical development, management of preclinical, clinical and 
manufacturing activities, regulatory approval in multiple jurisdictions, obtaining manufacturing supply, building of a commercial 
organization, and significant marketing efforts before we generate any revenues from product sales. We are not permitted to market or 
promote any of our product candidates before we receive regulatory approval from the U.S. Food and Drug Administration, or FDA, or 
comparable foreign regulatory authorities, and we may never receive such regulatory approval for any of our product candidates. In addition, 
our product development programs contemplate the development of companion diagnostics by our third-party collaborators. Companion 
diagnostics are subject to regulation as medical devices and must themselves be pre-cleared or approved for marketing by the FDA or certain 
other foreign regulatory agencies before we may commercialize our product candidates.  

Clinical drug development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials 
may not be predictive of future trial results.  

Clinical testing is expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at any 
time during the clinical trial process. The results of preclinical studies and early clinical trials of our product candidates may not be 
predictive of the results of later-stage clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and 
efficacy traits despite having progressed through preclinical studies and initial clinical trials. It is not uncommon for companies in the 
biopharmaceutical industry to suffer significant setbacks in advanced clinical trials due to lack of efficacy or adverse safety profiles, 
notwithstanding promising results in earlier trials. Our future clinical trial results may not be successful.  

This drug candidate development risk is heightened by any changes in the planned clinical trials compared to the completed clinical 
trials. As product candidates are developed through preclinical to early and late stage clinical trials towards approval and commercialization, 
it is customary that various aspects of the development program, such as manufacturing and methods of administration, are altered along the 
way in an effort to optimize processes and results. While these types of changes are common and are intended to optimize the product 
candidates for late stage clinical trials, approval and commercialization, such changes do carry the risk that they will not achieve these 
intended objectives.  

We have not previously initiated or completed a corporate-sponsored clinical trial. Consequently, we may not have the necessary 
capabilities, including adequate staffing, to successfully manage the execution and completion of any clinical trials we initiate, including our 
planned clinical trials of Cynviloq and RTX, in a way that leads to our obtaining marketing approval for our product candidates in a timely 
manner, or at all.  

In the event we are able to conduct a pivotal clinical trial of a product candidate, the results of such trial may not be adequate to support 
marketing approval. Because our product candidates are intended for use in life-threatening diseases, in some cases we ultimately intend to 
seek marketing approval for each product candidate based on the results of a single pivotal clinical trial. As a result, these trials may receive 
enhanced scrutiny from the FDA. For any such pivotal trial, if the FDA disagrees with our choice of primary endpoint or the results for the 
primary endpoint are not robust or significant relative to control, are subject to confounding factors, or are not adequately supported by other 
study endpoints, including possibly overall survival or complete response rate, the FDA may refuse to approve a biologics license 
application, or BLA, based on such pivotal trial. The FDA may require additional clinical trials as a condition for approving our product 
candidates.  

In some of our future trials, we may combine Cynviloq with other therapies such as chemotherapy or immunotherapy. We have not yet 
tested these combinations.  
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 •  developing our technology platform; 

 •  identifying, developing, manufacturing and commercializing product candidates; 

 •  entering into successful licensing and other arrangements with product development partners; 

 •  participating in regulatory approval processes; 

 •  formulating and manufacturing products; and 

 •  conducting sales and marketing activities. 



Delays in clinical testing could result in increased costs to us and delay our ability to generate revenue.  

Although we are planning for certain clinical trials relating to Cynviloq and RTX, there can be no assurance that the FDA will 
accept our proposed trial designs. We may experience delays in our clinical trials and we do not know whether planned clinical trials 
will begin on time, need to be redesigned, enroll patients on time or be completed on schedule, if at all. Clinical trials can be delayed 
for a variety of reasons, including delays related to:  
  

  

  

  

  

  

  

  

  

Patient enrollment, a significant factor in the timing of clinical trials, is affected by many factors including the size and nature of 
the patient population, the proximity of patients to clinical sites, the eligibility criteria for the trial, the design of the clinical trial, 
competing clinical trials and clinicians’ and patients’ perceptions as to the potential advantages 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. Furthermore, we 
intend to rely on CROs and clinical trial sites to ensure the proper and timely conduct of our clinical trials and we intend to have 
agreements governing their committed activities, we will have limited influence over their actual performance.  

We could encounter delays if a clinical trial is suspended or terminated by us, by the IRBs of the institutions in which such trials 
are being conducted, by the Data Safety Monitoring Board, or DSMB, for such trial or by the FDA or other regulatory authorities. 
Such authorities may impose such a suspension or termination due to a number of factors, including failure to conduct the clinical 
trial in accordance with regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site by the 
FDA or other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side effects, 
failure to demonstrate a benefit from using a drug, changes in governmental regulations or administrative actions or lack of adequate 
funding to continue the clinical trial.  

If we experience delays in the completion of, or termination of, any clinical trial of our product candidates, the commercial 
prospects of our product candidates will be harmed, and our ability to generate product revenues from any of these product candidates 
will be delayed. In addition, any delays in completing our clinical trials will increase our costs, slow down our product candidate 
development and approval process and jeopardize our ability to commence product sales and generate revenues. Any of these 
occurrences may harm our business, financial condition and prospects significantly. In addition, many of the factors that cause, or 
lead to, a delay in the commencement or completion of clinical trials may also ultimately lead to the denial of regulatory approval of 
our product candidates.  

Competition for patients in conducting clinical trials may prevent or delay product development and strain our limited financial 
resources.  

Many pharmaceutical companies are conducting clinical trials in patients with the disease indications that our potential drug 
products target. As a result, we must compete with them for clinical sites, physicians and the limited number of patients who fulfill 
the stringent requirements for participation in clinical trials. Also, due to the confidential nature of clinical trials, we do not know how 
many of the eligible patients may be enrolled in competing studies and who are consequently not available to us for our clinical trials. 
Our clinical trials may be delayed or terminated due to the inability to enroll enough patients. Patient enrollment depends on many 
factors, including the size of the patient population, the nature of the trial protocol, the proximity of patients to clinical sites and the 
eligibility criteria for the study. The delay or inability to meet planned patient enrollment may result in increased costs and delays or 
termination of the trial, which could have a harmful effect on our ability to develop products.  
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 •  obtaining regulatory approval to commence a trial; 

 •  reaching agreement on acceptable terms with prospective contract research organizations, or CROs, and clinical trial sites, 
the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and trial sites; 

 •  obtaining institutional review board, or IRB, approval at each site; 

 •  recruiting suitable patients to participate in a trial; 

 •  clinical sites deviating from trial protocol or dropping out of a trial; 

 •  having patients complete a trial or return for post-treatment follow-up; 

 •  developing and validating companion diagnostics on a timely basis, if required; 

 •  adding new clinical trial sites; or 

 •  manufacturing sufficient quantities of product candidate for use in clinical trials. 



The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming and inherently 
unpredictable, and if we are ultimately unable to obtain regulatory approval for our product candidates, our business will be 
substantially harmed.  

The time required to obtain approval by the FDA and comparable foreign authorities is unpredictable but typically takes many 
years following the commencement of clinical trials and depends upon numerous factors, including the substantial discretion of the 
regulatory authorities. In addition, approval policies, regulations, or the type and amount of clinical data necessary to gain approval 
may change during the course of a product candidate’s clinical development and may vary among jurisdictions. We have not obtained 
regulatory approval for any product candidate and it is possible that none of our existing product candidates or any product candidates 
we may seek to develop in the future will ever obtain regulatory approval.  

Our product candidates could fail to receive regulatory approval for many reasons, including the following:  
  

  

  

  

  

  

  

  

This lengthy approval process as well as the unpredictability of future clinical trial results may result in our failing to obtain 
regulatory approval to market our product candidates, which would significantly harm our business, results of operations and 
prospects.  

In addition, even if we were to obtain approval, regulatory authorities may approve any of our product candidates for fewer or 
more limited indications than we request, may not approve the price we intend to charge for our products, may grant approval 
contingent on the performance of costly post-marketing clinical trials, or may approve a product candidate with a label that does not 
include the labeling claims necessary or desirable for the successful commercialization of that product candidate. Any of the 
foregoing scenarios could materially harm the commercial prospects for our product candidates.  

We have not previously submitted a BLA or NDA to the FDA, or similar drug approval filings to comparable foreign 
authorities, for any product candidate, and we cannot be certain that any of our product candidates will be successful in clinical trials 
or receive regulatory approval. Further, our product candidates may not receive regulatory approval even if they are successful in 
clinical trials. If we do not receive regulatory approvals for our product candidates, we may not be able to continue our operations. 
Even if we successfully obtain regulatory approvals to market one or more of our product candidates, our revenues will be dependent, 
in part, upon our collaborators’ ability to obtain regulatory approval of the companion diagnostics to be used with our product 
candidates, as well as the size of the markets in the territories for which we gain regulatory approval and have commercial rights. If 
the markets for patients that we are targeting for our product candidates are not as significant as we estimate, we may not generate 
significant revenues from sales of such products, if approved.  
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 •  the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of our clinical trials; 

 •  we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities that a product 
candidate is safe and effective for its proposed indication; 

 •  the results of clinical trials may not meet the level of statistical significance required by the FDA or comparable foreign 
regulatory authorities for approval; 

 •  the FDA or comparable foreign regulatory authorities may disagree with our interpretation of data from preclinical studies 
or clinical trials; 

 •  the data collected from clinical trials of our product candidates may not be sufficient to support the submission of an NDA 
or other submission or to obtain regulatory approval in the United States or elsewhere; 

 
•  the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities of third-

party manufacturers with which we contract for clinical and commercial supplies; 

 •  the FDA or comparable foreign regulatory authorities may fail to approve the companion diagnostics we contemplate 
developing with partners; and 

 •  the approval policies or regulations of the FDA or comparable foreign regulatory authorities may significantly change in a 
manner rendering our clinical data insufficient for approval. 



We plan to seek regulatory approval to commercialize our product candidates both in the U.S., the European Union and in 
additional foreign countries. While the scope of regulatory approval is similar in other countries, to obtain separate regulatory 
approval in many other countries we must comply with numerous and varying regulatory requirements of such countries regarding 
safety and efficacy and governing, among other things, clinical trials and commercial sales, pricing and distribution of our product 
candidates, and we cannot predict success in these jurisdictions.  

Our most rapid and cost effective access to market approval for Cynviloq depends on meeting the conditions for approval under 
Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or FFDCA.  

We are seeking approval for Cynviloq under Section 505(b)(2) of the FFDCA, enacted as part of the Drug Price Competition 
and Patent Restoration Act of 1984, otherwise known as the Hatch-Waxman Act, which permits applicants to rely in part on 
preclinical and clinical data generated by third parties.  

Specifically, with respect to Cynviloq, we are relying in part on third party data on paclitaxel, which is the active ingredient 
in Cynviloq and the previously approved products Abraxane® and Taxol. There can be no assurance that the FDA will not require us 
to conduct additional preclinical or clinical studies or otherwise obtain new supplementary data with respect to some or all of the data 
upon which we may rely prior to approving a Cynviloq NDA. For instance, if bioequivalence, or BE, is not established between 
Abraxane and Cynviloq, then clinical trials to assess the safety and/or efficacy of our formulation may be needed.  

Our NDA also relies on prior FDA findings of safety and effectiveness of previously approved products, and we will make 
certifications in our NDA under Section 505(b)(2) requirements based on the listed patents in the FDA publication “Approved Drug 
Products with Therapeutics Equivalence Evaluations,” or the Orange Book, for certain of these referenced products. In the event that 
one or more patents is listed in the Orange Book for the referenced product after our submission of additional information in support 
of our NDA for Cynviloq, we may also be required to evaluate the applicability of these patents to Cynviloq and submit additional 
certifications. A paragraph III certification, stating that a listed patent has not expired, but will expire on a particular date, may delay 
the approval of Cynviloq until the expiration of the patent. A paragraph IV certification, stating that a listed patent is invalid, 
unenforceable, or not infringed by Cynviloq may require us to notify the patent owner and the holder of the NDA for the referenced 
product of the existence of the Cynviloq NDA, and may result in patent litigation against us and the entry of a 30-month stay of FDA 
ability to issue final approval of the 505(b)(2) NDA for Cynviloq.  

Our success also relies, in part, on obtaining Hatch-Waxman marketing exclusivity in connection with any approval of our NDA 
for Cynviloq. Such exclusivity protection would preclude the FDA from approving a marketing application for a duplicate 
of Cynviloq, a product candidate that the FDA views as having the same conditions of approval as Cynviloq (for example, the same 
indication, the same route of delivery and/or other conditions of use), or a 505(b)(2) NDA submitted to the FDA with Cynviloq as the 
reference product, for a period of three years from the date of Cynviloq approval, although the FDA may accept and commence 
review of such applications. This form of exclusivity may not prevent FDA approval of an NDA that relies only on its own data to 
support the change or innovation. Similarly, if, prior to approval of the Cynviloq NDA, another company obtains approval for a 
product candidate under, in the view of the FDA, the same conditions of approval that we are seeking for Cynviloq, Cynviloq could 
be blocked until the other company’s three-year Hatch-Waxman marketing exclusivity expires.  

Our approach to the discovery and development of product candidates that target ADCs is unproven, and we do not know whether 
we will be able to develop any products of commercial value.  

ADCs are emerging technologies and, consequently, it is conceivable that such technologies may ultimately fail to identify 
commercially viable drugs to treat human patients with cancer or other diseases.  

Our product candidates may cause undesirable side effects or have other properties that could delay or prevent their regulatory 
approval, limit the commercial profile of an approved label, or result in significant negative consequences following marketing 
approval, if any.  

Undesirable side effects caused by our product candidates could cause us or regulatory authorities to interrupt, delay or halt 
clinical trials and could result in a more restrictive label or the delay or denial of regulatory approval by the FDA or other comparable 
foreign authorities. To date, patients treated with Cynviloq have experienced drug-related side effects such as neutropenia, 
leukopenia, anemia, thrombocytopenia, peripheral neuropathy, myalgia nausea, vomiting, diarrhea, alopecia, rash, pruritus and 
hypersensitivity reactions. The clinical evaluation of Cynviloq is still in the early stages, but as is the case with all oncology drugs, it 
is likely that there may be side effects associated with its use. Results of our trials could reveal a high and unacceptable severity and 
prevalence of these or other side effects. In such an event, our trials could be suspended or terminated and the FDA or comparable 
foreign regulatory authorities could order us to cease further development of or deny approval of our product candidates for any or all 
targeted indications. The drug-related side effects could affect patient recruitment or the ability of enrolled patients to complete the 
trial or result in potential product liability claims. Any of these occurrences may harm our business, financial condition and prospects 



significantly.  

Additionally if one or more of our product candidates receives marketing approval, and we or others later identify undesirable 
side effects caused by such products, a number of potentially significant negative consequences could result, including:  
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 •  regulatory authorities may withdraw approvals of such product; 

 •  regulatory authorities may require additional warnings on the label; 



  

  

Any of these events could prevent us from achieving or maintaining market acceptance of the particular product candidate or for 
particular indications of a product candidate, if approved, and could significantly harm our business, results of operations and prospects.  

We rely on third parties to conduct our preclinical and clinical trials. If these third parties do not successfully perform their contractual 
legal and regulatory duties or meet expected deadlines, we may not be able to obtain regulatory approval for or commercialize our product 
candidates and our business could be substantially harmed.  

We have relied upon and plan to continue to rely upon third-party CROs to monitor and manage data for our ongoing preclinical and 
clinical programs. We rely on these parties for execution of our preclinical and clinical trials, and control only certain aspects of their 
activities. Nevertheless, we are responsible for ensuring that each of our studies is conducted in accordance with the applicable protocol, legal, 
regulatory and scientific standards, and our reliance on the CROs does not relieve us of our regulatory responsibilities. We and our CROs are 
required to comply with current good clinical practices, or cGCP, which are regulations and guidelines enforced by the FDA, the Competent 
Authorities of the Member States of the European Economic Area, or EEA, and comparable foreign regulatory authorities for all of our 
products in clinical development.  

Regulatory authorities enforce these cGCPs through periodic inspections of trial sponsors, principal investigators and trial sites. If we or 
any of our CROs fail to comply with applicable cGCPs, the clinical data generated in our clinical trials may be deemed unreliable and the 
FDA, the European Medicines Agency, or EMA, or comparable foreign regulatory authorities may require us to perform additional clinical 
trials before approving our marketing applications. We cannot assure you that upon inspection by a given regulatory authority, such regulatory 
authority will determine that any of our clinical trials comply with cGCP regulations. In addition, our clinical trials must be conducted with 
product produced under current good manufacturing practices, or cGMP, regulations. Our failure to comply with these regulations may require 
us to repeat clinical trials, which would delay the regulatory approval process.  

If any of our relationships with these third-party CROs terminate, we may not be able to enter into arrangements with alternative CROs 
or to do so on commercially reasonable terms. In addition, our CROs are not our employees, and except for remedies available to us under our 
agreements with such CROs, we cannot control whether or not they devote sufficient time and resources to our on-going clinical, nonclinical 
and preclinical programs. If CROs do not successfully carry out their contractual duties or obligations or meet expected deadlines, if they need 
to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere to our clinical protocols, 
regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we may not be able to obtain 
regulatory approval for or successfully commercialize our product candidates. As a result, our results of operations and the commercial 
prospects for our product candidates would be harmed, our costs could increase and our ability to generate revenues could be delayed.  

Switching or adding additional CROs involves additional cost and requires management time and focus. In addition, there is a natural 
transition period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our desired 
clinical development timelines. Though we carefully manage our relationships with our CROs, there can be no assurance that we will not 
encounter similar challenges or delays in the future or that these delays or challenges will not have a material adverse impact on our business, 
financial condition and prospects.  

We expect to rely on third parties to manufacture our clinical drug supplies and we intend to rely on third parties to produce commercial 
supplies of any approved product candidate, and our commercialization of any of our product candidates could be stopped, delayed or 
made less profitable if those third parties fail to obtain approval of the FDA or comparable foreign regulatory authorities, fail to provide us 
with sufficient quantities of drug product or fail to do so at acceptable quality levels or prices.  

We do not currently have nor do we plan to acquire the infrastructure or capability internally to manufacture our clinical drug supplies 
for use in the conduct of our clinical trials, and we lack the resources and the capability to manufacture any of our product candidates on a 
clinical or commercial scale. We do not control the manufacturing process of, and are completely dependent on, our contract manufacturing 
partners for compliance with the cGMP regulatory requirements for manufacture of both active drug substances and finished drug products. If 
our contract manufacturers cannot successfully manufacture material that conforms to the strict regulatory requirements of the FDA or others, 
they will not be able to secure and/or maintain regulatory approval for their manufacturing facilities. In addition, we have no control over the 
ability of our contract manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the FDA or a 
comparable foreign regulatory authority does not approve these facilities for the manufacture of our product candidates or if it withdraws any 
such approval in the future, we may need to find alternative manufacturing facilities, which would significantly impact our ability to develop, 
obtain regulatory approval for or market our product candidates, if approved.  
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 •  we may be required to create a medication guide outlining the risks of such side effects for distribution to patients; 

 •  we could be sued and held liable for harm caused to patients; and 

 •  our reputation may suffer. 



Material necessary to manufacture our product candidates may not be available on commercially reasonable terms, or at all, 
which may delay the development and commercialization of our product candidates.  

We rely on our manufacturers to produce or purchase from third-party suppliers the materials necessary to produce our product 
candidates for our clinical trials. There are a limited number of suppliers for raw materials that we use to manufacture our drugs and 
there may be a need to assess alternate suppliers to prevent a possible disruption of the manufacture of the materials necessary to 
produce our product candidates for our clinical trials, and if approved, ultimately for commercial sale. We do not have any control 
over the process or timing of the acquisition of these raw materials by our manufacturers. Except for the manufacture and supply of 
Cynviloq, we currently do not have any agreements for the commercial production of these raw materials. Any significant delay in the 
supply of a product candidate, or the raw material components thereof, for an ongoing clinical trial due to the need to replace a third-
party manufacturer could considerably delay completion of our clinical trials, product testing and potential regulatory approval of our 
product candidates. If our manufacturers or we are unable to purchase these raw materials after regulatory approval has been obtained 
for our product candidates, the commercial launch of our product candidates would be delayed or there would be a shortage in supply, 
which would impair our ability to generate revenues from the sale of our product candidates.  

We expect to continue to depend on third-party contract manufacturers for the foreseeable future. We have not entered into long-
term agreements with all of our current contract manufacturers or with any alternate fill/finish suppliers, and though we intend to do 
so prior to commercial launch in order to ensure that we maintain adequate supplies of finished drug product, we may be unable to 
enter into such an agreement or do so on commercially reasonable terms, which could have a material adverse impact upon our 
business. We currently obtain our supplies of finished drug product through individual purchase orders.  

We may not be able to manufacture our product candidates in commercial quantities, which would prevent us from 
commercializing our product candidates.  

We are dependent on our third party manufacturers to conduct process development and scale-up work necessary to support 
greater clinical development and commercialization requirements for our product candidates. Carrying out these activities in a timely 
manner, and on commercially reasonable terms, is critical to the successful development and commercialization of our product 
candidates. We expect our third-party manufacturers are capable of providing sufficient quantities of our product candidates to meet 
anticipated clinical and full-scale commercial demands, however if third parties with whom we currently work are unable to meet our 
supply requirements, we will need to secure alternate suppliers. While we believe that there are other contract manufacturers having 
the technical capabilities to manufacture our product candidates, we cannot be certain that identifying and establishing relationships 
with such sources would not result in significant delay or material additional costs.  

We currently have no sales and marketing organization. If we are unable to establish a direct sales force in the U.S. to promote 
our products, the commercial opportunity for our products may be diminished.  

We currently have no sales and marketing organization. If any of our product candidates are approved by the FDA, we intend to 
market that product through our own sales force. We will incur significant additional expenses and commit significant additional 
management resources to establish our sales force. We may not be able to establish these capabilities despite these additional 
expenditures. We will also have to compete with other pharmaceutical and biotechnology companies to recruit, hire and train sales 
and marketing personnel. If we elect to rely on third parties to sell our product candidates in the U.S., we may receive less revenue 
than if we sold our products directly. In addition, although we would intend to use due diligence in monitoring their activities, we 
may have little or no control over the sales efforts of those third parties. In the event we are unable to develop our own sales force or 
collaborate with a third party to sell our product candidates, we may not be able to commercialize our product candidates which 
would negatively impact our ability to generate revenue.  

We may need others to market and commercialize our product candidates in international markets.  

In the future, if appropriate regulatory approvals are obtained, we may commercialize our product candidates in international 
markets. However, we have not decided how to commercialize our product candidates in those markets. We may decide to build our 
own sales force or sell our products through third parties. If we decide to sell our product candidates in international markets through 
a third party, we may not be able to enter into any marketing arrangements on favorable terms or at all. In addition, these 
arrangements could result in lower levels of income to us than if we marketed our product candidates entirely on our own. If we are 
unable to enter into a marketing arrangement for our product candidates in international markets, we may not be able to develop an 
effective international sales force to successfully commercialize those products in international markets. If we fail to enter into 
marketing arrangements for our products and are unable to develop an effective international sales force, our ability to generate 
revenue would be limited.  

Even if we receive regulatory approval for any of our product candidates, we will be subject to ongoing obligations and continued 
regulatory review, which may result in significant additional expense. Additionally, our product candidates, if approved, could be 



subject to labeling and other restrictions and market withdrawal and we may be subject to penalties if we fail to comply with 
regulatory requirements or experience unanticipated problems with our products.  

Any regulatory approvals that we receive for our product candidates may also be subject to limitations on the approved indicated 
uses for which the product may be marketed or to the conditions of approval, or contain requirements for potentially costly post-
marketing testing, including Phase IV clinical trials, and surveillance to monitor the safety and efficacy of the product candidate. In 
addition, if the FDA or a comparable foreign regulatory authority approves any of our product candidates, the manufacturing 
processes, labeling, packaging, distribution, adverse event reporting, storage, advertising, promotion and recordkeeping for the  
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product will be subject to extensive and ongoing regulatory requirements. These requirements include submissions of safety and other 
post-marketing information and reports, registration, as well as continued compliance with cGMPs and cGCPs for any clinical trials 
that we conduct post-approval. The future discovery of previously unknown problems with a product, including adverse events of 
unanticipated severity or frequency, or with our third-party manufacturers or manufacturing processes, or failure to comply with 
regulatory requirements, may result in, among other things:  
  

  

  

  

  

The FDA’s policies may change and additional government regulations may be enacted that could prevent, limit or delay 
regulatory approval of our product candidates. If we are slow or unable to adapt to changes in existing requirements or the adoption of 
new requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing approval that we 
may have obtained, which would adversely affect our business, prospects and ability to achieve or sustain profitability.  

We will need to obtain FDA approval of any proposed product brand names, and any failure or delay associated with such 
approval may adversely impact our business.  

A pharmaceutical product cannot be marketed in the U.S. or other countries until we have completed rigorous and extensive 
regulatory review processes, including approval of a brand name. Any brand names we intend to use for our product candidates will 
require approval from the FDA regardless of whether we have secured a formal trademark registration from the U.S. Patent and 
Trademark Office, or the PTO. The FDA typically conducts a review of proposed product brand names, including an evaluation of 
potential for confusion with other product names. The FDA may also object to a product brand name if we believe the name 
inappropriately implies medical claims. If the FDA objects to any of our proposed product brand names, we may be required to adopt 
an alternative brand name for our product candidates. If we adopt an alternative brand name, we would lose the benefit of our existing 
trademark applications for such product candidate and may be required to expend significant additional resources in an effort to 
identify a suitable product brand name that would qualify under applicable trademark laws, not infringe the existing rights of third 
parties and be acceptable to the FDA. We may be unable to build a successful brand identity for a new trademark in a timely manner 
or at all, which would limit our ability to commercialize our product candidates.  

Our failure to successfully discover, acquire, develop and market additional product candidates or approved products would 
impair our ability to grow.  

As part of our growth strategy, we intend to develop and market additional products and product candidates. We are pursuing 
various therapeutic opportunities through our pipeline. We may spend several years completing our development of any particular 
current or future internal product candidate, and failure can occur at any stage. The product candidates to which we allocate our 
resources may not end up being successful. In addition, because our internal research capabilities are limited, we may be dependent 
upon pharmaceutical and biotechnology companies, academic scientists and other researchers to sell or license products or technology 
to us. The success of this strategy depends partly upon our ability to identify, select, discover and acquire promising pharmaceutical 
product candidates and products. Failure of this strategy would impair our ability to grow.  

The process of proposing, negotiating and implementing a license or acquisition of a product candidate or approved product is 
lengthy and complex. Other companies, including some with substantially greater financial, marketing and sales resources, may 
compete with us for the license or acquisition of product candidates and approved products. We have limited resources to identify and 
execute the acquisition or in-licensing of third-party products, businesses and technologies and integrate them into our current 
infrastructure. Moreover, we may devote resources to potential acquisitions or in-licensing opportunities that are never completed, or 
we may fail to realize the anticipated benefits of such efforts. We may not be able to acquire the rights to additional product 
candidates on terms that we find acceptable, or at all.  
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 •  restrictions on the marketing or manufacturing of the product, withdrawal of the product from the market, or voluntary or 
mandatory product recalls; 

 •  fines, warning letters or holds on clinical trials; 

 •  refusal by the FDA to approve pending applications or supplements to approved applications filed by us, or suspension or 
revocation of product license approvals; 

 •  product seizure or detention, or refusal to permit the import or export of products; and 

 •  injunctions or the imposition of civil or criminal penalties. 



In addition, future acquisitions may entail numerous operational and financial risks, including:  
  

  

  

  

  

  

  

  

Further, any product candidate that we acquire may require additional development efforts prior to commercial sale, including 
extensive clinical testing and approval by the FDA and applicable foreign regulatory authorities. All product candidates are prone to 
risks of failure typical of pharmaceutical product development, including the possibility that a product candidate will not be shown to 
be sufficiently safe and effective for approval by regulatory authorities.  

Our commercial success depends upon us attaining significant market acceptance of our product candidates, if approved for sale, 
among physicians, patients, healthcare payors and major operators of cancer and other clinics.  

Even if we obtain regulatory approval for our product candidates, the product may not gain market acceptance among 
physicians, health care payors, patients and the medical community, which are critical to commercial success. Market acceptance of 
any product candidate for which we receive approval depends on a number of factors, including:  
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 •  disruption of our business and diversion of our management’s time and attention to develop acquired products or 
technologies; 

 •  incurrence of substantial debt, dilutive issuances of securities or depletion of cash to pay for acquisitions; 

 •  higher than expected acquisition and integration costs; 

 •  difficulty in combining the operations and personnel of any acquired businesses with our operations and personnel; 

 •  increased amortization expenses; 

 •  impairment of relationships with key suppliers or customers of any acquired businesses due to changes in management and 
ownership; 

 •  inability to motivate key employees of any acquired businesses; and 

 •  assumption of known and unknown liabilities. 

 •  the efficacy and safety as demonstrated in clinical trials; 

 •  the timing of market introduction of such product candidate as well as competitive products; 

 •  the clinical indications for which the drug is approved; 

 •  acceptance by physicians, major operators of cancer clinics and patients of the drug as a safe and effective treatment; 

 •  the safety of such product candidate seen in a broader patient group, including its use outside the approved indications; 

 •  the availability, cost and potential advantages of alternative treatments, including less expensive generic drugs; 

 •  the availability of adequate reimbursement and pricing by third-party payors and government authorities; 

 •  the relative convenience and ease of administration of Cynviloq for clinical practices; 

 •  the product labeling or product insert required by the FDA or regulatory authority in other countries; 

 •  the approval, availability, market acceptance and reimbursement for a companion diagnostic, if any; 

 •  the prevalence and severity of adverse side effects; and 

 •  the effectiveness of our sales and marketing efforts. 



If any product candidate that we develop does not provide a treatment regimen that is as beneficial as, or is perceived as being as 
beneficial as, the current standard of care or otherwise does not provide patient benefit, that product candidate, if approved for 
commercial sale by the FDA or other regulatory authorities, likely will not achieve market acceptance. Our ability to effectively 
promote and sell any approved products will also depend on pricing and cost-effectiveness, including our ability to produce a product 
at a competitive price and our ability to obtain sufficient third-party coverage or reimbursement. If any product candidate is approved 
but does not achieve an adequate level of acceptance by physicians, patients and third-party payors, our ability to generate revenues 
from that product would be substantially reduced. In addition, our efforts to educate the medical community and third-party payors on 
the benefits of our product candidates may require significant resources, may be constrained by FDA rules and policies on product 
promotion, and may never be successful.  

If we fail to develop Cynviloq for additional indications, our commercial opportunity will be limited.  

To date, our initial focus has been on the development of Cynviloq for the treatment of metastatic breast cancer, or MBC, and 
non-small cell lung cancer, or NSCLC. A key element of our strategy is to pursue clinical development of Cynviloq for bladder 
cancer and ovarian cancer, and potentially for other indications. Although we believe there is large commercial opportunity for the 
treatment of MBC and NSCLC alone, our ability to generate and grow revenues will be highly dependent on our ability to 
successfully develop and commercialize Cynviloq for the treatment of additional indications. The development of Cynviloq for 
additional indications is prone to the risks of failure inherent in drug development and we cannot provide you any assurance that we 
will be able to successfully advance any of these programs through the development process. Even if we receive FDA approval to 
market Cynviloq for the treatment of any additional indications, we cannot assure you that any such indications will be successfully 
commercialized, widely accepted in the marketplace or more effective than other commercially available alternatives. If we are 
unable to successfully develop and commercialize Cynviloq for additional indications, our commercial opportunity will be limited 
and our business prospects will suffer.  

If we cannot compete successfully against other biotechnology and pharmaceutical companies, we may not be successful in 
developing and commercializing our technology and our business will suffer.  

The biotechnology and pharmaceutical industries are characterized by intense competition and rapid technological advances, 
both in the U.S. and internationally. In addition, the competition in the oncology market is intense. For example, our late-stage 
product candidate, Cynviloq, may compete directly with a marketed product, Abraxane, for certain cancer indications. Abraxane is 
already approved for MBC, NSCLC and pancreatic cancer, and approval is being pursued for and melanoma cancer. Even if we are 
able to develop our proprietary platform technology and additional antibody libraries, each will compete with a number of existing 
and future technologies and product candidates developed, manufactured and marketed by others. Specifically, we will compete 
against fully integrated pharmaceutical companies and smaller companies that are collaborating with larger pharmaceutical 
companies, academic institutions, government agencies and other public and private research organizations. Many of these 
competitors have validated technologies with products already FDA-approved or in various stages of development. In addition, many 
of these competitors, either alone or together with their collaborative partners, operate larger research and development programs and 
have substantially greater financial resources than we do, as well as significantly greater experience in:  
  

  

  

  

  

Many of our competitors have substantially greater financial, technical and other resources, such as larger research and 
development staff and experienced marketing and manufacturing organizations. Additional mergers and acquisitions in the 
biotechnology and pharmaceutical industries may result in even more resources being concentrated in our competitors. As a result, 
these companies may obtain regulatory approval more rapidly than we are able and may be more effective in selling and marketing 
their products as well. Smaller or early-stage companies or generic pharmaceutical manufacturers may also prove to be significant 
competitors, particularly through collaborative arrangements with large, established companies. Competition may increase further as 
a result of advances in the commercial applicability of technologies and greater availability of capital for investment in these 
industries. Our competitors may succeed in developing, acquiring or licensing on an exclusive basis drug products that are more 
effective or less costly than any drug candidate that we are currently developing or that we may develop. If approved, our product 
candidates will face competition from commercially available drugs as well as drugs that are in the development pipelines of our 
competitors and later enter the market.  
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 •  developing product candidates and technologies generally; 

 •  undertaking preclinical testing and clinical trials; 

 •  obtaining FDA and other regulatory approvals of product candidates; 

 •  formulating and manufacturing product candidates; and 

 •  launching, marketing and selling product candidates. 



Established pharmaceutical companies may invest heavily to accelerate discovery and development of novel compounds or to in-
license novel compounds that could make our product candidates less competitive. In addition, any new product that competes with an 
approved product must demonstrate compelling advantages in efficacy, convenience, tolerability and safety in order to overcome price 
competition and to be commercially successful. Accordingly, our competitors may succeed in obtaining patent protection, receiving FDA, 
EMA or other regulatory approval or discovering, developing and commercializing medicines before we do, which would have a material 
adverse impact on our business. If our technologies fail to compete effectively against third party technologies, our business will be 
adversely impacted.  

We expect that our ability to compete effectively will depend upon our ability to:  
  

  

  

  

  

Because we will be competing against significantly larger companies with established track records, we will have to demonstrate 
that, based on experience, clinical data, side-effect profiles and other factors, our products, if approved, are competitive with other 
products.  

If approved, Cynviloq will face competition from less expensive generic products of competitors and, if we are unable to differentiate 
the benefits of Cynviloq over these less expensive alternatives, we may never generate meaningful product revenues.  

Generic paclitaxel therapies are typically sold at lower prices than branded paclitaxel therapies and are generally preferred by 
hospital formularies and managed care providers of health services. We anticipate that, if approved, Cynviloq will face increasing 
competition in the form of generic versions of branded products of competitors that have lost or will lose their patent exclusivity. For 
example, Cynviloq if approved, will initially face competition from the less expensive generic forms of paclitaxel that are currently 
available such as Taxol, and, in the future, would face additional competition from a generic form of Abraxane when the patents covering 
it begin to expire in approximately 2022, or earlier if the patents are successfully challenged. If we are unable to demonstrate to 
physicians and payers that the key differentiating features of Cynviloq translate to overall clinical benefit or lower cost of care, we may 
not be able to compete with generic alternatives.  

Reimbursement may be limited or unavailable in certain market segments for our product candidates, which could make it difficult for 
us to sell our products profitably.  

There is significant uncertainty related to the third-party coverage and reimbursement of newly approved drugs. We intend to seek 
approval to market our product candidates in the U.S., Europe and other selected foreign jurisdictions. Market acceptance and sales of our 
product candidates in both domestic and international markets will depend significantly on the availability of adequate coverage and 
reimbursement from third-party payors for any of our product candidates and may be affected by existing and future health care reform 
measures. Government and other third-party payors are increasingly attempting to contain healthcare costs by limiting both coverage and 
the level of reimbursement for new drugs and, as a result, they may not cover or provide adequate payment for our product candidates. 
These payors may conclude that our product candidates are less safe, less effective or less cost-effective than existing or future introduced 
products, and third-party payors may not approve our product candidates for coverage and reimbursement or may cease providing 
coverage and reimbursement for these product candidates.  

Obtaining coverage and reimbursement approval for a product from a government or other third-party payor is a time consuming 
and costly process that could require us to provide to the payor supporting scientific, clinical and cost-effectiveness data for the use of our 
products. We may not be able to provide data sufficient to gain acceptance with respect to coverage and reimbursement. If reimbursement 
of our future products is unavailable or limited in scope or amount, or if pricing is set at unsatisfactory levels, we may be unable to 
achieve or sustain profitability.  

In some foreign countries, particularly in the European Union, the pricing of prescription pharmaceuticals is subject to governmental 
control. In these countries, pricing negotiations with governmental authorities can take considerable time after the receipt of marketing 
approval for a product candidate. To obtain reimbursement or pricing approval in some countries, we may be required to conduct 
additional clinical trials that compare the cost-effectiveness of our product candidates to other available therapies. If reimbursement of our 
product candidates is unavailable or limited in scope or amount in a particular country, or if pricing is set at unsatisfactory levels, we may 
be unable to achieve or sustain profitability of our products in such country.  
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•  successfully and rapidly complete clinical trials and submit for and obtain all requisite regulatory approvals in a cost-effective 

manner; 

 •  maintain a proprietary position for our products and manufacturing processes and other related product technology; 

 •  attract and retain key personnel; 

 •  develop relationships with physicians prescribing these products; and 

 •  build an adequate sales and marketing infrastructure for our product candidates. 



Healthcare reform measures could hinder or prevent our product candidates’ commercial success.  

In both the U.S. and certain foreign jurisdictions, there have been and we expect there will continue to be a number of legislative 
and regulatory changes to the health care system that could impact our ability to sell our products profitably. The U.S. government 
and other governments have shown significant interest in pursuing healthcare reform. In particular, the Medicare Modernization Act 
of 2003 revised the payment methodology for many products under the Medicare program in the U.S. This has resulted in lower rates 
of reimbursement. In 2010, the Patient Protection and Affordable Care Act, as amended by the Health Care and Education 
Reconciliation Act, collectively, the Healthcare Reform Law, was enacted. The Healthcare Reform Law substantially changes the 
way healthcare is financed by both governmental and private insurers. Such government-adopted reform measures may adversely 
impact the pricing of healthcare products and services in the U.S. or internationally and the amount of reimbursement available from 
governmental agencies or other third-party payors.  

There have been, and likely will continue to be, legislative and regulatory proposals at the federal and state levels directed at 
broadening the availability of healthcare and containing or lowering the cost of healthcare. We cannot predict the initiatives that may 
be adopted in the future. The continuing efforts of the government, insurance companies, managed care organizations and other 
payors of healthcare services to contain or reduce costs of healthcare may adversely affect the demand for any drug products for 
which we may obtain regulatory approval, as well as our ability to set satisfactory prices for our products, to generate revenues, and to 
achieve and maintain profitability.  

Certain of our potential product candidates are in early stages of development and any product candidates that we develop will 
require extensive preclinical and clinical testing before they are approved by the appropriate regulatory agency, if at all.  

The FDA regulates, among other things, the development, testing, manufacture, safety, efficacy, record-keeping, labeling, 
storage, approval, advertising, promotion, sale and distribution of biopharmaceutical products. We are in the early stages of 
developing potential product candidates, and any candidates that we develop will require extensive preclinical and clinical testing 
before they will be approved by the FDA or another regulatory authority in a jurisdiction outside the U.S., if at all. We have not yet 
developed any product candidate; if we were to do so there are a number of requirements that we would be required to satisfy in order 
to begin conducting preclinical trials and there can be no assurance that we will develop product candidates or complete the steps 
necessary to allow us to commence these trials. We cannot predict with any certainty the results of preclinical testing or whether such 
trials would yield sufficient data to permit us, or those with whom we collaborate, to proceed with clinical development and 
ultimately submit an application for regulatory approval of our product candidates in the U.S. or abroad, or whether such applications 
would be approved by the appropriate regulatory agency. Further, our product candidates may not receive regulatory approval even if 
they are successful in clinical trials. If we do not receive regulatory approvals for our product candidates, we may not be able to 
continue our operations.  

Failure to successfully validate, develop and obtain regulatory approval for companion diagnostics could harm our long-term 
drug development strategy.  

As one of the key elements of our clinical development strategy, we seek to identify patients within a disease category or 
indication who may derive selective and meaningful benefit from the product candidates we are developing. In collaboration with 
partners, we plan to develop companion diagnostics to help us to more accurately identify patients within a particular category or 
indication, both during our clinical trials and in connection with the commercialization of certain of our product candidates. 
Companion diagnostics are subject to regulation by the FDA and comparable foreign regulatory authorities as medical devices and 
require separate regulatory pre-clearance or approval prior to commercialization. We do not develop companion diagnostics internally 
and thus we are dependent on the sustained cooperation and effort of our third-party collaborators in developing and obtaining 
approval for these companion diagnostics. We and our collaborators may encounter difficulties in developing and obtaining pre-
clearance or approval for the companion diagnostics, including issues relating to selectivity, specificity, analytical validation, 
reproducibility, or clinical validation. Any delay or failure by our collaborators to develop or obtain regulatory approval of the 
companion diagnostics could delay or prevent approval of our product candidates. In addition, our collaborators may encounter 
production difficulties that could constrain the supply of the companion diagnostics, and both they and we may have difficulties 
gaining acceptance of the use of the companion diagnostics in the clinical community. If such companion diagnostics fail to gain 
market acceptance, it would have an adverse effect on our ability to derive revenues from sales of our products. In addition, the 
diagnostic company with whom we contract may decide to discontinue selling or manufacturing the companion diagnostic that we 
anticipate using in connection with development and commercialization of our product candidates or our relationship with such 
diagnostic company may otherwise terminate. We may not be able to enter into arrangements with another diagnostic company to 
obtain supplies of an alternative diagnostic test for use in connection with the development and commercialization of our product 
candidates or do so on commercially reasonable terms, which could adversely affect and/or delay the development or 
commercialization of our product candidates.  

Our product development efforts may not be successful.  



Our product development efforts for our FIC therapeutic antibodies, ADC and rIVIG technologies are designed to focus on 
novel therapeutic approaches and technologies that have not been widely studied. We are applying these approaches and technologies 
in our attempt to discover new treatments for conditions that are also the subject of research and development efforts of many other 
companies. These approaches and technologies may never be successful.  
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Our failure to find third party collaborators to assist or share in the costs of product development could materially harm our 
business, financial condition and results of operations.  

Our strategy for the development and commercialization of our proprietary product candidates may include the formation of 
collaborative arrangements with third parties. Potential third parties include biopharmaceutical, pharmaceutical and biotechnology 
companies, academic institutions and other entities. Third-party collaborators may assist us in:  
  

  

  

If we are not able to establish further collaboration agreements, we may be required to undertake product development and 
commercialization at our own expense. Such an undertaking may limit the number of product candidates that we will be able to 
develop, significantly increase our capital requirements and place additional strain on our internal resources. Our failure to enter into 
additional collaborations could materially harm our business, financial condition and results of operations.  

In addition, our dependence on licensing, collaboration and other agreements with third parties may subject us to a number of 
risks. These agreements may not be on terms that prove favorable to us and may require us to relinquish certain rights in our product 
candidates. To the extent we agree to work exclusively with one collaborator in a given area, our opportunities to collaborate with 
other entities could be curtailed. Lengthy negotiations with potential new collaborators may lead to delays in the research, 
development or commercialization of product candidates. The decision by our collaborators to pursue alternative technologies or the 
failure of our collaborators to develop or commercialize successfully any product candidate to which they have obtained rights from 
us could materially harm our business, financial condition and results of operations.  

Adverse economic conditions may have material adverse consequences on our business, results of operations and financial 
condition.  

Unpredictable and unstable changes in economic conditions, including recession, inflation, increased government intervention, 
or other changes, may adversely affect our general business strategy. We rely upon our ability to generate additional sources of 
liquidity and we may need to raise additional funds through public or private debt or equity financings in order to fund existing 
operations or to take advantage of opportunities, including acquisitions of complementary businesses or technologies. Any adverse 
event would have a material adverse impact on our business, results of operations and financial condition.  

Because our development activities are expected to rely heavily on sensitive and personal information, an area which is highly 
regulated by privacy laws, we may not be able to generate, maintain or access essential patient samples or data to continue our 
research and development efforts in the future on reasonable terms and conditions, which may adversely affect our business.  

We may have access to very sensitive data regarding patients whose tissue samples are used in our studies. This data will 
contain information that is personal in nature. The maintenance of this data is subject to certain privacy-related laws, which impose 
upon us administrative and financial burdens, and litigation risks. For instance, the rules promulgated by the Department of Health 
and Human Services under the Health Insurance Portability and Accountability Act, or HIPAA, create national standards to protect 
patients’ medical records and other personal information in the U.S. These rules require that healthcare providers and other covered 
entities obtain written authorizations from patients prior to disclosing protected health care information of the patient to companies. If 
the patient fails to execute an authorization or the authorization fails to contain all required provisions, then we will not be allowed 
access to the patient’s information and our research efforts can be substantially delayed. Furthermore, use of protected health 
information that is provided to us pursuant to a valid patient authorization is subject to the limits set forth in the authorization (i.e., for 
use in research and in submissions to regulatory authorities for product approvals). As such, we are required to implement policies, 
procedures and reasonable and appropriate security measures to protect individually identifiable health information we receive from 
covered entities, and to ensure such information is used only as authorized by the patient. Any violations of these rules by us could 
subject us to civil and criminal penalties and adverse publicity, and could harm our ability to initiate and complete clinical studies 
required to support regulatory applications for our proposed products. In addition, HIPAA does not replace federal, state, or other 
laws that may grant individuals even greater privacy protections. We can provide no assurance that future legislation will not prevent 
us from generating or maintaining personal data or that patients will consent to the use of their personal information, either of which 
may prevent us from undertaking or publishing essential research. These burdens or risks may prove too great for us to reasonably 
bear, and may adversely affect our ability to achieve profitability or maintain profitably in the future.  

Our therapeutic product candidates for which we intend to seek approval as biological products may face competition sooner than 
expected.  

 •  funding research, preclinical development, clinical trials and manufacturing; 

 •  seeking and obtaining regulatory approvals; and 

 •  successfully commercializing any future product candidates. 



With the enactment of the Biologics Price Competition and Innovation Act of 2009, or BPCIA, as part of the Health Care 
Reform Law, an abbreviated pathway for the approval of biosimilar and interchangeable biological products was created. The new 
abbreviated regulatory pathway establishes legal authority for the FDA to review and approve biosimilar biologics, including the 
possible designation of a biosimilar as “interchangeable.” The FDA defines an interchangeable biosimilar as a product that, in terms 
of  
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safety or diminished efficacy, presents no greater risk when switching between the biosimilar and its reference product than the risk 
of using the reference product alone. Under the BPCIA, an application for a biosimilar product cannot be submitted to the FDA until 
four years, or approved by the FDA until 12 years, after the original brand product identified as the reference product was approved 
under a BLA. The new law is complex and is only beginning to be interpreted by the FDA. As a result, its ultimate impact, 
implementation and meaning are subject to uncertainty. While it is uncertain when any such processes may be fully adopted by the 
FDA, any such processes could have a material adverse effect on the future commercial prospects for our biological products.  

We believe that if any of our product candidates were to be approved as biological products under a BLA, such approved 
products should qualify for the 12-year period of exclusivity. However, there is a risk that the U. S. Congress could amend the BPCIA 
to significantly shorten this exclusivity period as proposed by President Obama, potentially creating the opportunity for generic 
competition sooner than anticipated. Moreover, the extent to which a biosimilar, once approved, will be substituted for any one of our 
reference products in a way that is similar to traditional generic substitution for non-biological products is not yet clear, and will 
depend on a number of marketplace and regulatory factors that are still developing. In addition, a competitor could decide to forego 
the biosimilar route and submit a full BLA after completing its own preclinical studies and clinical trials. In such cases, any 
exclusivity to which we may be eligible under the BPCIA would not prevent the competitor from marketing its product as soon as it is 
approved.  

We may be exposed to liability claims associated with the use of hazardous materials and chemicals.  

Our research and development activities may involve the controlled use of hazardous materials and chemicals. Although we 
believe that our safety procedures for using, storing, handling and disposing of these materials comply with federal, state and local 
laws and regulations, we cannot completely eliminate the risk of accidental injury or contamination from these materials. 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. We do not currently maintain hazardous materials insurance coverage. 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 harm our business. 

If we are unable to retain and recruit qualified scientists and advisors, or if any of our key executives, key employees or key 
consultants discontinues his or her employment or consulting relationship with us, it may delay our development efforts or 
otherwise harm our business.  

We may not be able to attract or retain qualified management and scientific and clinical personnel in the future due to the intense 
competition for qualified personnel among biotechnology, pharmaceutical and other businesses, particularly in the San Diego, 
California area. Our industry has experienced a high rate of turnover of management personnel in recent years. If we are not able to 
attract, retain and motivate necessary personnel to accomplish our business objectives, we may experience constraints that will 
significantly impede the successful development of any product candidates, our ability to raise additional capital and our ability to 
implement our overall business strategy.  

We are highly dependent on key members of our management and scientific staff, especially Henry Ji, Ph.D, Chief Executive 
Officer and President, Mike Royal, Executive Vice President of Clinical and Regulatory Affairs, David Miao, Chief Technology 
Officer, George Uy, Executive Vice President and Chief Commercial Officer and Richard Vincent, Executive Vice President and 
Chief Financial Officer. Our success also depends on our ability to continue to attract, retain and motivate highly skilled junior, mid-
level, and senior managers as well as junior, mid-level, and senior scientific and medical personnel. The loss of any of our executive 
officers, key employees or key consultants and our inability to find suitable replacements could impede the achievement of our 
research and development objectives, potentially harm our business, financial condition and prospects. Furthermore, recruiting and 
retaining qualified scientific personnel to perform research and development work in the future is critical to our success. We may be 
unable to attract and retain personnel on acceptable terms given the competition among biotechnology, biopharmaceutical and health 
care companies, universities and non-profit research institutions for experienced scientists. Certain of our current officers, directors, 
scientific advisors and/or consultants or certain of the officers, directors, scientific advisors and/or consultants hereafter appointed 
may from time to time serve as officers, directors, scientific advisors and/or consultants of other biopharmaceutical or biotechnology 
companies. We do not maintain “key man” insurance policies on any of our officers or employees. All of our employees are 
employed “at will” and, therefore, each employee may leave our employment at any time.  

We may not be able to attract or retain qualified management and scientific personnel in the future due to the intense 
competition for a limited number of qualified personnel among biopharmaceutical, biotechnology, pharmaceutical and other 
businesses. Many of the other pharmaceutical companies that we compete against for qualified personnel have greater financial and 
other resources, different risk profiles and a longer history in the industry than we do. They also may provide more diverse 
opportunities and better chances for career advancement. Some of these characteristics may be more appealing to high quality 
candidates than what we have to offer. If we are unable to continue to attract and retain high quality personnel, the rate and success at 
which we can develop and commercialize product candidates will be limited. 



We plan to grant stock options or other forms of equity awards in the future as a method of attracting and retaining employees, 
motivating performance and aligning the interests of employees with those of our stockholders. If we are unable to implement and 
maintain equity compensation arrangements that provide sufficient incentives, we may be unable to retain our existing employees and 
attract additional qualified candidates. If we are unable to retain our existing employees, including qualified scientific personnel, and 
attract additional qualified candidates, our business and results of operations could be adversely affected.  
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Our employees may engage in misconduct or other improper activities, including noncompliance with regulatory standards and 
requirements, which could have a material adverse effect on our business.  

We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include intentional failures to 
comply with FDA regulations, provide accurate information to the FDA, comply with manufacturing standards we have established, comply 
with federal and state health-care fraud and abuse laws and regulations, report financial information or data accurately or disclose 
unauthorized activities to us. In particular, sales, marketing and business arrangements in the healthcare industry are subject to extensive laws 
and regulations intended to prevent fraud, kickbacks, self-dealing and other abusive practices. These laws and regulations may restrict or 
prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other business 
arrangements. Employee misconduct could also involve the improper use of information obtained in the course of clinical trials, which could 
result in regulatory sanctions and serious harm to our reputation. We have adopted a Code of Business Conduct and Ethics, but it is not always 
possible to identify and deter employee misconduct, and the precautions we take to detect and prevent this activity may not be effective in 
controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming 
from a failure to be in compliance with such laws or regulations. If any such actions are instituted against us, and we are not successful in 
defending ourselves or asserting our rights, those actions could have a significant impact on our business and results of operations, including 
the imposition of significant fines or other sanctions.  

We may be subject, directly or indirectly, to federal and state healthcare fraud and abuse laws, false claims laws and health information 
privacy and security laws. If we are unable to comply, or have not fully complied, with such laws, we could face substantial penalties.  

If we obtain FDA approval for any of our product candidates and begin commercializing those products in the U.S., our operations may 
be directly, or indirectly through our customers, subject to various federal and state fraud and abuse laws, including, without limitation, the 
federal Anti-Kickback Statute and the federal False Claims Act. These laws may impact, among other things, our proposed sales, marketing 
and education programs. In addition, we may be subject to patient privacy regulation by both the federal government and the states in which 
we conduct our business. The laws that may affect our ability to operate include:  
  

  

  

  

  

If our operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, 
we may be subject to penalties, including civil and criminal penalties, damages, fines and the curtailment or restructuring of our operations, 
any of which could adversely affect our ability to operate our business and our results of operations.  

If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit commercialization of 
our product candidates.  

We face an inherent risk of product liability as a result of the clinical testing of our product candidates and will face an even greater risk 
if we commercialize any products. For example, we may be sued if any product we develop allegedly causes injury or is found to be otherwise 
unsuitable during product testing, manufacturing, marketing or sale. Any such product liability claims may include allegations of defects in 
manufacturing, defects in design, a failure to warn of dangers inherent in the product, negligence, strict liability, and a breach of warranties. 
Claims could also be asserted under state consumer protection acts. If we cannot successfully defend ourselves against product liability claims, 
we may incur substantial liabilities or be required to limit commercialization of our product candidates, if approved. Even successful defense 
would require significant financial and management resources. Regardless of the merits or eventual outcome, liability claims may result in:  
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•  the federal Anti-Kickback Statute, which prohibits, among other things, persons from knowingly and willfully soliciting, receiving, 

offering or paying remuneration, directly or indirectly, to induce, or in return for, the purchase or recommendation of an item or 
service reimbursable under a federal healthcare program, such as the Medicare and Medicaid programs; 

 
•  federal civil and criminal false claims laws and civil monetary penalty laws, which prohibit, among other things, individuals or 

entities from knowingly presenting, or causing to be presented, claims for payment from Medicare, Medicaid, or other third-party 
payers that are false or fraudulent; 

 
•  HIPAA, which created new federal criminal statutes that prohibit executing a scheme to defraud any healthcare benefit program 

and making false statements relating to healthcare matters; 

 
•  HIPAA, as amended by the Health Information Technology and Clinical Health Act, or HITECH, and its implementing 

regulations, which imposes certain requirements relating to the privacy, security and transmission of individually identifiable 
health information; and 

 

•  state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which may apply to items or 
services reimbursed by any third-party payer, including commercial insurers, and state laws governing the privacy and security of 
health information in certain circumstances, many of which differ from each other in significant ways and may not have the same 
effect, thus complicating compliance efforts. 



  

  

  

  

  

  

  

  

  

Our inability to obtain and retain sufficient product liability insurance at an acceptable cost to protect against potential product 
liability claims could prevent or inhibit the commercialization of products we develop.  

We will need to increase the size of our company and may not effectively manage our growth.  

Our success will depend upon growing our business and our employee base. Over the next 12 months, we plan to add additional 
employees to assist us with research and development. Our future growth, if any, may cause a significant strain on our management, 
and our operational, financial and other resources. Our ability to manage our growth effectively will require us to implement and 
improve our operational, financial and management systems and to expand, train, manage and motivate our employees. These 
demands may require the hiring of additional management personnel and the development of additional expertise by management. 
Any increase in resources devoted to research and product development without a corresponding increase in our operational, financial 
and management systems could have a material adverse effect on our business, financial condition, and results of operations.  

Any disruption in our research and development facilities could adversely affect our business, financial condition and results of 
operations.  

Our principal executive offices, which house our research and development programs, are located in San Diego, California. Our 
facilities may be affected by natural or man-made disasters. Earthquakes are of particular significance since our facilities are located 
in an earthquake-prone area. We are also vulnerable to damage from other types of disasters, including power loss, attacks from 
extremist organizations, fire, floods and similar events. In the event that our facilities were affected by a natural or man-made disaster, 
we may be forced to curtail our operations and/or rely on third-parties to perform some or all of our research and development 
activities. Although we believe we possess adequate insurance for damage to our property and the disruption of our business from 
casualties, such insurance may not be sufficient to cover all of our potential losses and may not continue to be available to us on 
acceptable terms, or at all. In the future, we may choose to expand our operations in either our existing facilities or in new facilities. If 
we expand our worldwide manufacturing locations, there can be no assurance that this expansion will occur without implementation 
difficulties, or at all.  

International operations may expose us to foreign currency exchange rate fluctuations for all foreign currencies in which we do 
business and we may be materially adversely affected by these fluctuations.  

We formed Sorrento Hong Kong effective December 4, 2012. Sorrento Hong Kong had no operations from formation through 
September 2014. In the event Sorrento Hong Kong becomes operational, we may have an international subsidiary that operates in a 
foreign currency which would expose us to foreign currency exchange rate fluctuations. We intend to hedge any foreign currency 
risks associated with potential transactions by entering into forward contracts. Although we may enter into such forward contracts, 
they may not be adequate to eliminate the risk of foreign currency exchange rate exposures. International operations may also expose 
us to currency fluctuations as we translate the financial statements of our international subsidiary to U.S. Dollars.  
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 •  decreased demand for our product candidates or products that we may develop; 

 •  injury to our reputation; 

 •  withdrawal of clinical trial participants; 

 •  initiation of investigations by regulators; 

 •  costs to defend the related litigation; 

 •  a diversion of management’s time and our resources; 

 •  substantial monetary awards to trial participants or patients; 

 •  product recalls, withdrawals or labeling, marketing or promotional restrictions; 

 •  loss of revenues from product sales; and 

 •  the inability to commercialize our product candidates. 



Our business and operations would suffer in the event of system failures. 

Despite the implementation of security measures, our internal computer systems and those of our CROs and other contractors and 
consultants are vulnerable to damage from computer viruses, unauthorized access, natural disasters, terrorism, war and telecommunication 
and electrical failures. While we have not experienced any such system failure, accident or security breach to date, if such an event were to 
occur and cause interruptions in our operations, it could result in a material disruption of our drug development programs. For example, the 
loss of clinical trial data from completed or ongoing or planned clinical trials could result in delays in our regulatory approval efforts and 
significantly increase our costs to recover or reproduce the data. To the extent that any disruption or security breach was to result in a loss of 
or damage to our data or applications, or inappropriate disclosure of confidential or proprietary information, we could incur liability and the 
further development of our product candidates could be delayed.  

If we acquire companies or technologies in the future, they could prove difficult to integrate, disrupt our business, dilute stockholder 
value, and adversely affect our operating results and the value of our common stock.  

As part of our business strategy, we may acquire, enter into joint ventures with, or make investments in complementary or synergistic 
companies, services, and technologies in the future. Acquisitions and investments involve numerous risks, including:  
  

  

  

  

  

  

As a result, if we fail to properly evaluate acquisitions or investments, we may not achieve the anticipated benefits of any such 
acquisitions, we may incur costs in excess of what we anticipate, and management resources and attention may be diverted from other 
necessary or valuable activities.  

The terms of our secured debt facility require us to meet certain operating and financial covenants and place restrictions on our 
operating and financial flexibility. If we raise additional capital through debt financing, the terms of any new debt could further restrict 
our ability to operate our business.  

Effective in March 2014, as amended and restated, we entered into a $12.5 million loan and security agreement with Oxford Finance 
and Silicon Valley Bank that is secured by a lien covering substantially all of our assets, excluding intellectual property. As of September 30, 
2014, we had an outstanding principal balance of $12.5 million. The amended and restated loan and security agreement contains customary 
affirmative and negative covenants and events of default. The affirmative covenants include, among others, covenants requiring us to 
maintain our legal existence and governmental approvals, deliver certain financial reports and maintain insurance coverage. The negative 
covenants include, among others, restrictions on transferring collateral, changing our business, incurring additional indebtedness, engaging in 
mergers or acquisitions, paying dividends or making other distributions, making investments and creating other liens on our assets, in each 
case subject to customary exceptions. If we default under the loan agreement, the lenders may accelerate all of our repayment obligations 
and take control of our pledged assets, potentially requiring us to renegotiate our agreement on terms less favorable to us or to immediately 
cease operations. Further, if we are liquidated, the lender’s right to repayment would be senior to the rights of the holders of our common 
stock to receive any proceeds from the liquidation. The lenders could declare a default upon the occurrence of any event that they interpret as 
a material adverse change as defined under the loan agreement, thereby requiring us to repay the loan immediately or to attempt to reverse 
the declaration of default through negotiation or litigation. Any declaration by the lenders of an event of default could significantly harm our 
business and prospects and could cause the price of our common stock to decline. If we raise any additional debt financing, the terms of such 
additional debt could further restrict our operating and financial flexibility.  

Risks Related to the Acquisitions of IgDraSol, Sherrington and Concortis  

We may fail to realize the anticipated benefits of the acquisitions of IgDraSol, Sherrington and Concortis.  

The success of the acquisitions of IgDraSol, Sherrington and Concortis will depend on, among other things, our ability to combine our 
businesses in a manner that does not materially disrupt existing relationships and that allows us to achieve development and operational 
synergies. If we are unable to achieve these objectives, the anticipated benefits of the acquisition may not be realized fully or at all or may 
take longer to realize than expected. In particular, the acquisition may not be accretive to our stock value or development pipeline in the near 
or long term.  
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 •  difficulties in identifying and acquiring products, technologies, or businesses that will help our business; 

 •  difficulties in integrating operations, technologies, services, and personnel; 

 •  diversion of financial and managerial resources from existing operations; 

 •  the risk of entering new development activities and markets in which we have little to no experience; 

 •  risks related to the assumption of known and unknown liabilities; and 

 •  risks related to our ability to raise sufficient capital to fund additional operating activities. 



It is possible that the integration process could result in the loss of key employees; the disruption of our ongoing business or the 
ongoing business of the acquired companies; or inconsistencies in standards, controls, procedures, or policies that could adversely 
affect our ability to maintain relationships with third parties and employees or to achieve the anticipated benefits of the acquisition. 
Integration efforts between the two companies will also divert management’s attention from our core business and other opportunities 
that could have been beneficial to our shareholders. An inability to realize the full extent of, or any of, the anticipated benefits of the 
acquisition, as well as any delays encountered in the integration process, could have an adverse effect on our business and results of 
operations, which may affect the value of the shares of our common stock after the completion of the acquisition. If we are unable to 
achieve these objectives, the anticipated benefits of the acquisition may not be realized fully or at all or may take longer to realize 
than expected. In particular, the acquisition may not be accretive to our stock value or development pipeline in the near or long term.  

We expect to incur significant additional costs in connection with the acquisition of IgDraSol, Sherrington and Concortis and 
integrating the companies into a single business.  

During 2013, we incurred significant legal and professional fees in connection with such acquisitions. We expect to incur 
additional costs integrating the companies’ operations, higher development and regulatory costs, and personnel, which cannot be 
estimated accurately at this time. If the total costs of the integration of our companies and advancement of the Cynviloq, RTX or 
Concortis assets exceed the anticipated benefits of the acquisition, our financial results could be adversely affected.  

Risks Related to Our Intellectual Property  

Our ability to protect our intellectual property rights will be critically important to the success of our business, and we may not be 
able to protect these rights in the U.S. or abroad.  

Our success, competitive position and future revenues will depend in part on our ability to obtain and maintain patent protection 
for our product candidates, methods, processes and other technologies, to prevent third parties from infringing on our proprietary 
rights and to operate without infringing upon the proprietary rights of third parties. We will be able to protect our proprietary rights 
from unauthorized use by third parties only to the extent that our proprietary rights are covered by valid and enforceable patents or are 
effectively maintained as trade secrets. We attempt to protect our proprietary position by maintaining trade secrets and by filing U.S. 
and foreign patent applications related to our proprietary technology, inventions and improvements that are important to the 
development of our business. We have one issued U.S. patent covering our G-MAB® which expires in 2022 and the examination of 
its European equivalent is currently in progress. In 2011, several improvement patent applications were filed for our proprietary 
antibody library technology. However, due to the difficulties of enforcing such antibody library technology, we filed a key patent 
application in the U.S. only and requested nonpublication. In 2013 and 2014, we filed 18 antibody family patents. The first of the 
antibody family patents applications issued on October 14, 2014 as U.S. Patent 8,859,740. In 2013 and 2014, we filed five patent 
application families for the Concortis conjugation chemistry associated with ADC’s.  

We have also filed two patent applications protecting improvements we found for Cynviloq. Those two patent applications, once 
issued as patents, if ever, will protect the Cynviloq product until 2034 or 2035.  

We have commenced generating a patent application portfolio of patents to protect each product candidate in our pipeline. 
However, the patent position of biopharmaceutical companies involves complex legal and factual questions, and therefore we cannot 
predict with certainty whether any patent applications that we have filed or that we may file in the future will be approved or any 
resulting patents will be enforced. In addition, third parties may challenge, seek to invalidate or circumvent any of our patents, once 
they are issued. Thus, any patents that we own or license from third parties may not provide any protection against competitors. Any 
patent applications that we have filed or that we may file in the future, or those we may license from third parties, may not result in 
patents being issued. Also, patent rights may not provide us with adequate proprietary protection or competitive advantages against 
competitors with similar technologies.  

In addition, the laws of certain foreign countries do not protect our intellectual property rights to the same extent as do the laws 
of the U.S. If we fail to apply for intellectual property protection or if we cannot adequately protect our intellectual property rights in 
these foreign countries, our competitors may be able to compete more effectively against us, which could adversely affect our 
competitive position, as well as our business, financial condition and results of operations.  

The original intellectual property protection for Cynviloq is being managed and controlled by Samyang, the manufacturer.  

We do not manage or control the original intellectual property protection for Cynviloq. Therefore we cannot provide any 
assurance that the 3 patent applications in the U.S. or the AU will ever issue or be granted. Moreover, there cannot be any assurances 
that the families of patent applications that could provide product protection for Cynviloq will ever issue or be granted, or even 
provide meaningful protection to prevent generic Cynviloq protection.  

If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our trade secrets, know-how and 



other proprietary rights would be significantly impaired and our business and competitive position would suffer.  

Our success also depends upon the skills, knowledge and experience of our scientific and technical personnel and our 
consultants and advisors, as well as our licensors. To help protect our proprietary know-how and our inventions for which patents 
may be unobtainable or difficult to obtain, we rely on trade secret protection and confidentiality agreements. Unlike some of our 
competitors, we maintain our proprietary libraries for ourselves as we believe they have proven to be superior in obtaining strong 
binder product candidates. To this end, we require all of our employees, consultants, advisors and contractors to enter into agreements 
which prohibit the disclosure of confidential information and, where applicable, require disclosure and assignment to us of the ideas,  
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developments, discoveries and inventions important to our business. These agreements may not provide adequate protection for our 
trade secrets, know-how or other proprietary information in the event of any unauthorized use or disclosure or the lawful development 
by others of such information. If any of our trade secrets, know-how or other proprietary information is disclosed, the value of our 
trade secrets, know-how and other proprietary rights would be significantly impaired and our business and competitive position would 
suffer.  

Third party competitors may seek to challenge the validity of our patents, thereby rendering them unenforceable or we may seek 
to challenge third party competitor patents if such third parties seek to interpret or enforce a claim scope going well beyond the actual 
enabled invention.  

Claims that we infringe upon the rights of third parties may give rise to costly and lengthy litigation, and we could be 
prevented from selling products, forced to pay damages, and defend against litigation.  

Third parties may assert patent or other intellectual property infringement claims against us or our strategic partners or licensees 
with respect to our technologies and potential product candidates. If our products, methods, processes and other technologies infringe 
upon the proprietary rights of other parties, we could incur substantial costs and we may have to:  
  

  

  

  

  

Even if we were to prevail, any litigation could be costly and time-consuming and would divert the attention of our management 
and key personnel from our business operations. Furthermore, as a result of a patent infringement suit brought against us or our 
strategic partners or licensees, we or our strategic partners or licensees may be forced to stop or delay developing, manufacturing or 
selling technologies or potential products that are claimed to infringe a third party’s intellectual property unless that party grants us or 
our strategic partners’ or licensees’ rights to use its intellectual property. Ultimately, we may be unable to develop some of our 
technologies or potential products or may have to discontinue development of a product candidate or cease some of our business 
operations as a result of patent infringement claims, which could severely harm our business.  

The potential commercial launch of Cynviloq could be delayed in the event that the manufacturer of Abraxane files a lawsuit 
against us.  

We plan to file an NDA for Cynviloq under Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act and as a result we 
will be required to file a subparagraph (iv) certification for the Orange Book-listed patents for Abraxane. The Orange Book listed 
patents for Abraxane require a paclitaxel formulation having human serum albumin coating its particles (Cynviloq does not have 
human serum albumin in its formulation). The commercial manufacturer of Abraxane may file a lawsuit against us for which we 
believe there is not merit. In the event a lawsuit is filed against us the potential commercial launch of Cynviloq could be delayed up to 
a maximum of 30 months which would have a material adverse effect on our business.  

Our position as a relatively small company may cause us to be at a significant disadvantage in defending our intellectual property 
rights and in defending against infringement claims by third parties.  

Litigation relating to the ownership and use of intellectual property is expensive, and our position as a relatively small company 
in an industry dominated by very large companies may cause us to be at a significant disadvantage in defending our intellectual 
property rights and in defending against claims that our technology infringes or misappropriates third party intellectual property 
rights. However, we may seek to use various post-grant administrative proceedings, including new procedures created under the 
America Invents Act, to invalidate potentially overly-broad third party rights. Even if we are able to defend our position, the cost of 
doing so may adversely affect our ability to grow, generate revenue or become profitable. Although we have not yet experienced 
patent litigation, we may in the future be subject to such litigation and may not be able to protect our intellectual property at a 
reasonable cost, or at all, if such litigation is initiated. The outcome of litigation is always uncertain, and in some cases could include 
judgments against us that require us to pay damages, enjoin us from certain activities or otherwise affect our legal or contractual 
rights, which could have a significant adverse effect on our business.  
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 •  obtain licenses, which may not be available on commercially reasonable terms, if at all, and may be non-exclusive, thereby 
giving our competitors access to the same intellectual property licensed to us; 

 •  redesign our products or processes to avoid infringement; 

 •  stop using the subject matter validly claimed in the patents held by others; 

 •  pay damages; and 

 •  defend litigation or administrative proceedings which may be costly whether we win or lose, and which could result in a 
substantial diversion of our valuable management resources. 



Third-party claims of intellectual property infringement may prevent or delay our drug discovery and development efforts. 

Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third parties. 
There is a substantial amount of litigation involving patent and other intellectual property rights in the biotechnology and 
pharmaceutical industries, including Patent Office administrative proceedings, such as inter parties reviews, and reexamination 
proceedings before the U.S. PTO or oppositions and revocations and other comparable proceedings in foreign jurisdictions. 
Numerous U.S. and foreign issued patents and pending patent applications, which are owned by third parties, exist in the fields in 
which we are developing product candidates. As the biotechnology and pharmaceutical industries expand and more patents are issued, 
the risk increases that our product candidates may give rise to claims of infringement of the patent rights of others.  

Despite safe harbor provisions, third parties may assert that we are employing their proprietary technology without 
authorization. There may be third-party patents, of which we are currently unaware, with claims to materials, formulations, methods 
of doing research or library screening, methods of manufacture or methods for treatment related to the use or manufacture of our 
product candidates. Because patent applications can take many years to issue, there may be currently pending patent published 
applications which may later result in issued patents that our product candidates may infringe. In addition, third parties may obtain 
patents in the future and claim that use of our technologies infringes upon these patents. If any third-party patents were held by a court 
of competent jurisdiction to cover the manufacturing process of any of our product candidates, any molecules formed during the 
manufacturing process or any final product itself, the holders of any such patents may be able to block our ability to commercialize 
such product candidate unless we obtain a license under the applicable patents, or until such patents expire or they are finally 
determined to be held invalid or unenforceable. Similarly, if any third-party patent were held by a court of competent jurisdiction to 
cover aspects of our formulations, processes for manufacture or methods of use, including combination therapy or patient selection 
methods, the holders of any such patent may be able to block our ability to develop and commercialize the applicable product 
candidate unless we obtain a license, limit our uses, or until such patent expires or is finally determined to be held invalid or 
unenforceable. In either case, such a license may not be available on commercially reasonable terms or at all.  

Parties making claims against us may obtain injunctive or other equitable relief, which could effectively block our ability to 
further develop and commercialize one or more of our product candidates. Defense of these claims, regardless of their merit, would 
involve substantial litigation expense and would be a substantial diversion of employee resources from our business. In the event of a 
successful claim of infringement against us, we may have to pay substantial damages, including treble damages and attorneys’ fees 
for willful infringement, obtain one or more licenses from third parties, limit our uses, pay royalties or redesign our infringing product 
candidates, which may be impossible or require substantial time and monetary expenditure. We cannot predict whether any such 
license would be available at all or whether it would be available on commercially reasonable terms. Furthermore, even in the absence 
of litigation, we may need to obtain licenses from third parties to advance our research or allow commercialization of our product 
candidates. We may fail to obtain any of these licenses at a reasonable cost or on reasonable terms, if at all. In that event, we would be 
unable to further develop and commercialize one or more of our product candidates, which could harm our business significantly.  

We may not be able to protect our intellectual property rights throughout the world.  

Filing, prosecuting and defending patents on all of our product candidates throughout the world would be prohibitively 
expensive. Competitors may use our technologies in jurisdictions where we have not obtained patent protection to develop their own 
products and further, may export otherwise infringing products to territories where we have patent protection, but enforcement is not 
as strong as that in the U.S. These products may compete with our products in jurisdictions where we do not have any issued patents 
and our patent claims or other intellectual property rights may not be effective or sufficient to prevent them from so competing.  

Many companies have encountered significant problems in protecting and defending intellectual property rights in foreign 
jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents 
and other intellectual property protection, particularly those relating to biopharmaceuticals, which could make it difficult for us to 
stop the infringement of our patents or marketing of competing products in violation of our proprietary rights generally. Proceedings 
to enforce our patent rights in foreign jurisdictions could result in substantial cost and divert our efforts and attention from other 
aspects of our business.  

Confidentiality agreements with employees and others may not adequately prevent disclosure of our trade secrets and other 
proprietary information and may not adequately protect our intellectual property, which could limit our ability to compete.  

Because we operate in the highly technical field of research and development of small molecule drugs, we rely in part on trade 
secret protection in order to protect our proprietary trade secrets and unpatented know-how. However, trade secrets are difficult to 
protect, and we cannot be certain that others will not develop the same or similar technologies on their own. We have taken steps, 
including entering into confidentiality agreements with our employees, consultants, outside scientific collaborators, sponsored 
researchers and other advisors, to protect our trade secrets and unpatented know-how. These agreements generally require that the 
other party keep confidential and not disclose to third parties all confidential information developed by the party or made known to 
the party by us during the course of the party’s relationship with us. We also typically obtain agreements from these parties which 



provide that inventions conceived by the party in the course of rendering services to us will be our exclusive property. However, 
these agreements may not be honored and may not effectively assign intellectual property rights to us. Enforcing a claim that a party 
illegally obtained and is using our trade secrets or know-how is difficult, expensive and time consuming, and the outcome is 
unpredictable. In addition, courts outside the U.S. may be less willing to protect trade secrets or know-how. The failure to obtain or 
maintain trade secret protection could adversely affect our competitive position.  
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If we breach any of the agreements under which we license commercialization rights to our product candidates from third parties, 
we could lose license rights that are important to our business.  

We license the use, development and commercialization rights for all of our product candidates, and may enter into similar 
licenses in the future. Under each of our existing license agreements we are subject to commercialization and development, diligence 
obligations, milestone payment obligations, royalty payments and other obligations. If we fail to comply with any of these obligations 
or otherwise breach our license agreements, our licensing partners may have the right to terminate the license in whole or in part.  

Generally, the loss of any one of our three current licenses or other licenses in the future could materially harm our business, 
prospects, financial condition and results of operations.  

Intellectual property rights do not necessarily address all potential threats to our competitive advantage.  

The degree of future protection afforded by our intellectual property rights is uncertain because intellectual property rights have 
limitations, and may not adequately protect our business, or permit us to maintain our competitive advantage. The following examples 
are illustrative:  
  

  

  

  

  

  

  

  

  

Should any of these events occur, they could significantly harm our business, results of operations and prospects.  

From time to time we may need to license patents, intellectual property and proprietary technologies from third parties, which may 
be difficult or expensive to obtain.  

We may need to obtain licenses to patents and other proprietary rights held by third parties to successfully develop, manufacture 
and market our drug products. As an example, it may be necessary to use a third party’s proprietary technology to reformulate one of 
our drug products in order to improve upon the capabilities of the drug product. If we are unable to timely obtain these licenses on 
reasonable terms, our ability to commercially exploit our drug products may be inhibited or prevented.  

Risks Related to Ownership of Our Common Stock  

The market price of our common stock may fluctuate significantly, and investors in our common stock may lose all or a part of 
their investment.  

The market prices for securities of biotechnology and pharmaceutical companies have historically been highly volatile, and the 
market has from time to time experienced significant price and volume fluctuations that are unrelated to the operating performance of 
particular companies. The market price of our common stock may fluctuate significantly in response to numerous factors, some of 
which are beyond our control, such as:  
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 •  Others may be able to make compounds that are similar to our product candidates but that are not covered by the claims of 
the patents that we own or have exclusively licensed. 

 •  We or our licensors or strategic partners might not have been the first to make the inventions covered by the issued patent 
or pending patent application that we own or have exclusively licensed. 

 •  We or our licensors or strategic partners might not have been the first to file patent applications covering certain of our 
inventions. 

 •  Others may independently develop similar or alternative technologies or duplicate any of our technologies without 
infringing our intellectual property rights. 

 •  It is possible that our pending patent applications will not lead to issued patents. 

 •  Issued patents that we own or have exclusively licensed may not provide us with any competitive advantages, or may be 
held invalid or unenforceable, as a result of legal challenges by our competitors. 

 
•  Our competitors might conduct research and development activities in countries where we do not have patent rights and 

then use the information learned from such activities to develop competitive products for sale in our major commercial 
markets. 

 •  We may not develop additional proprietary technologies that are patentable. 

 •  The patents of others may have an adverse effect on our business. 
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 •  actual or anticipated adverse results or delays in our clinical trials; 

 •  our failure to commercialize our product candidates, if approved; 

 •  unanticipated serious safety concerns related to the use of any of our product candidates; 

 •  adverse regulatory decisions; 

 •  changes in laws or regulations applicable to our product candidates, including but not limited to clinical trial requirements 
for approvals; 

 
•  legal disputes or other developments relating to proprietary rights, including patents, litigation matters and our ability to 

obtain patent protection for our product candidates, government investigations and the results of any proceedings or 
lawsuits, including patent or stockholder litigation; 

 •  our decision to initiate a clinical trial, not initiate a clinical trial or to terminate an existing clinical trial; 

 •  our dependence on third parties, including CROs; 

 •  announcements of the introduction of new products by our competitors; 

 •  market conditions in the pharmaceutical and biotechnology sectors; 

 •  announcements concerning product development results or intellectual property rights of others; 

 •  future issuances of common stock or other securities; 

 •  the addition or departure of key personnel; 

 •  failure to meet or exceed any financial guidance or expectations regarding development milestones that we may provide to 
the public; 

 •  actual or anticipated variations in quarterly operating results; 

 •  our failure to meet or exceed the estimates and projections of the investment community; 

 •  overall performance of the equity markets and other factors that may be unrelated to our operating performance or the 
operating performance of our competitors, including changes in market valuations of similar companies; 

 •  conditions or trends in the biotechnology and biopharmaceutical industries; 

 •  introduction of new products offered by us or our competitors; 

 •  announcements of significant acquisitions, strategic partnerships, joint ventures or capital commitments by us or our 
competitors; 

 •  issuances of debt or equity securities; 



  

  

  

  

  

  

Further, the equity markets in general have recently experienced extreme price and volume fluctuations. Continued market 
fluctuations could result in extreme volatility in the price of our common stock, which could cause a decline in the value of our 
common stock. Price volatility of our common stock might worsen if the trading volume of our common stock is low. The realization 
of any of the above risks or any of a broad range of other risks, including those described in these “Risk Factors,” could have a 
dramatic and material adverse impact on the market price of our common stock.  

We have not paid cash dividends in the past and do not expect to pay cash dividends in the foreseeable future. Any return on 
investment may be limited to the value of our common stock.  

We have never paid cash dividends on our common stock and do not anticipate paying cash dividends on our common stock in 
the foreseeable future. The payment of dividends on our capital stock will depend on our earnings, financial condition and other 
business and economic factors affecting us at such time as the board of directors may consider relevant. If we do not pay dividends, 
our common stock may be less valuable because a return on your investment will only occur if the common stock price appreciates.  

A sale of a substantial number of shares of the common stock may cause the price of our common stock to decline.  

If our stockholders sell, or the market perceives that our stockholders intend to sell for various reasons, substantial amounts of 
our common stock in the public market, including shares issued in connection with the exercise of outstanding options or warrants, 
the market price of our common stock could fall. Sales of a substantial number of shares of our common stock may make it more 
difficult for us to sell equity or equity-related securities in the future at a time and price that we deem reasonable or appropriate. We 
may become involved in securities class action litigation that could divert management’s attention and harm our business.  

The stock markets have from time to time experienced significant price and volume fluctuations that have affected the market 
prices for the common stock of biotechnology and biopharmaceutical companies. These broad market fluctuations may cause the 
market price of our common stock to decline. In the past, securities class action litigation has often been brought against a company 
following a decline in the market price of our securities. This risk is especially relevant for us because biotechnology and 
biopharmaceutical companies have experienced significant stock price volatility in recent years. We may become involved in this 
type of litigation in the future. Litigation often is expensive and diverts management’s attention and resources, which could adversely 
affect our business.  

Our quarterly operating results may fluctuate significantly.  

We expect our operating results to be subject to quarterly fluctuations. Our net loss and other operating results will be affected 
by numerous factors, including:  
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 •  sales of our common stock by us or our stockholders in the future; 

 •  trading volume of our common stock; 

 •  ineffectiveness of our internal controls; 

 
•  publication of research reports about us or our industry or positive or negative recommendations or withdrawal of research 

coverage by securities analysts; 

 •  general political and economic conditions; 

 •  effects of natural or man-made catastrophic events; and 

 •  other events or factors, many of which are beyond our control. 

 •  variations in the level of expenses related to our development programs; 

 •  the addition or termination of clinical trials; 

 •  any intellectual property infringement lawsuit in which we may become involved; 

 •  regulatory developments affecting our product candidates; 



  

If our quarterly operating results fall below the expectations of investors or securities analysts, the price of our common stock 
could decline substantially. Furthermore, any quarterly fluctuations in our operating results may, in turn, cause the price of our 
common stock to fluctuate substantially.  

Existing stockholders’ interest in us may be diluted by additional issuances of equity securities and raising funds through lending 
and licensing arrangements may restrict our operations or require us to relinquish proprietary rights.  

We may issue additional equity securities to fund future expansion and pursuant to employee benefit plans. We may also issue 
additional equity for other purposes. These securities may have the same rights as our common stock or, alternatively, may have 
dividend, liquidation or other preferences to our common stock. The issuance of additional equity securities will dilute the holdings of 
existing stockholders and may reduce the share price of our common stock.  

If we raise additional funds through collaboration, licensing or other similar arrangements, it may be necessary to relinquish 
potentially valuable rights to our product candidates, potential products or proprietary technologies, or grant licenses on terms that are 
not favorable to us. If adequate funds are not available, our ability to achieve profitability or to respond to competitive pressures 
would be significantly limited and we may be required to delay, significantly curtail or eliminate the development of our product 
candidates.  

Directors, executive officers, principal stockholders and affiliated entities own a significant percentage of our capital stock, and 
they may make decisions that you do not consider to be in your best interests or those of our other stockholders.  

As of November 4, 2014, our directors, executive officers and principal stockholders beneficially owned, in the aggregate, 
approximately 42.8% of our outstanding voting securities. As a result, if some or all of them acted together, they would have the 
ability to exert substantial influence over the election of our board of directors and the outcome of issues requiring approval by our 
stockholders. This concentration of ownership may also have the effect of delaying or preventing a change in control of our company 
that may be favored by other stockholders. This could prevent transactions in which stockholders might otherwise recover a premium 
for their shares over current market prices.  

Our ability to use our net operating loss carry forwards may be subject to limitation.  

Generally, a change of more than 50% in the ownership of a company’s stock, by value, over a three-year period constitutes an 
ownership change for U.S. federal income tax purposes. An ownership change may limit our ability to use our net operating loss 
carryforwards attributable to the period prior to the change. As a result, if we earn net taxable income, our ability to use our pre-
change net operating loss carryforwards to offset U.S. federal taxable income may become subject to limitations, which could 
potentially result in increased future tax liability for us. At December 31, 2013, we had net operating loss carryforwards aggregating 
approximately $28.1 million.  

Our certificate of incorporation, as amended, and bylaws provide for indemnification of officers and directors at our expense and 
limits their liability, which may result in a major cost to us and hurt the interests of our stockholders because corporate resources 
may be expended for the benefit of our officers and/or directors.  

Our certificate of incorporation, as amended, bylaws and applicable Delaware law provide for the indemnification of our 
directors, officers, employees, and agents, under certain circumstances, against attorney’s fees and other expenses incurred by them in 
any litigation to which they become a party arising from their association with or activities on our behalf. We will also bear the 
expenses of such litigation for any of our directors, officers, employees, or agents, upon such person’s promise to repay us, therefore 
if it is ultimately determined that any such person shall not have been entitled to indemnification. This indemnification policy could 
result in substantial expenditures by us, which we will be unable to recover.  

Our corporate documents and Delaware law contain provisions that could discourage, delay or prevent a change in control of our 
company, prevent attempts to replace or remove current management and reduce the market price of our common stock.  

Provisions in our certificate of incorporation, as amended, and bylaws may discourage, delay or prevent a merger or acquisition 
involving us that our stockholders may consider favorable. For example, our certificate of incorporation, as amended, authorizes our 
board of directors to issue up to 100,000,000 shares of “blank check” preferred stock. As a result, without further stockholder 
approval, the board of directors has the authority to attach special rights, including voting and dividend rights, to this preferred stock. 
With these rights, preferred stockholders could make it more difficult for a third party to acquire us.  

 •  our execution of any collaborative, licensing or similar arrangements, and the timing of payments we may make or receive 
under these arrangements; and 

 •  if Cynviloq receives regulatory approval, the level of underlying demand for that product and wholesalers’ buying patterns. 



We are also subject to the anti-takeover provisions of the Delaware General Corporation Law. Under these provisions, if anyone 
becomes an “interested stockholder,” we may not enter into a “business combination” with that person for three years without special 
approval, which could discourage a third party from making a takeover offer and could delay or prevent a change in control of us. An 
“interested stockholder” means, generally, someone owning 15% or more of our outstanding voting stock or an affiliate of ours that 
owned 15% or more of our outstanding voting stock during the past three years, subject to certain exceptions as described in the 
Delaware General Corporation Law.  
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We have adopted a shareholder rights plan, the purpose of which is, among other things, to enhance our board’s ability to protect 
shareholder interests and to ensure that shareholders receive fair treatment in the event any coercive takeover attempt of our company 
is made in the future. The shareholder rights plan could make it more difficult for a third party to acquire, or could discourage a third 
party from acquiring, our company or a large block of our common stock.  

Compliance with changing regulations concerning corporate governance and public disclosure may result in additional expenses. 

There have been changing laws, regulations and standards relating to corporate governance and public disclosure, including the 
Dodd-Frank Wall Street Reform and Consumer Protection Act, or the Dodd-Frank Act, the Sarbanes-Oxley Act of 2002, or Sarbanes-
Oxley, new regulations promulgated by the SEC and rules promulgated by the national securities exchanges. The Dodd-Frank Act, 
enacted in July 2010, expands federal regulation of corporate governance matters and imposes requirements on public companies to, 
among other things, provide stockholders with a periodic advisory vote on executive compensation and also adds compensation 
committee reforms and enhanced pay-for-performance disclosures. While some provisions of the Dodd-Frank Act are effective upon 
enactment, others will be implemented upon the SEC’s adoption of related rules and regulations. The scope and timing of the 
adoption of such rules and regulations is uncertain and, accordingly, the cost of compliance with the Dodd-Frank Act is also 
uncertain.  

These new or changed laws, regulations and standards are, or will be, subject to varying interpretations in many cases due to 
their lack of specificity, and, as a result, their application in practice may evolve over time as new guidance is provided by regulatory 
and governing bodies, which could result in continuing uncertainty regarding compliance matters and higher costs necessitated by 
ongoing revisions to disclosure and governance practices. As a result, our efforts to comply with evolving laws, regulations and 
standards are likely to continue to result in increased general and administrative expenses and a diversion of management time and 
attention from revenue-generating activities to compliance activities. Members of our board of directors and our principal executive 
officer and principal financial officer could face an increased risk of personal liability in connection with the performance of their 
duties. As a result, we may have difficulty attracting and retaining qualified directors and executive officers, which could harm our 
business. If the actions we take in our efforts to comply with new or changed laws, regulations and standards differ from the actions 
intended by regulatory or governing bodies, we could be subject to liability under applicable laws or our reputation may be harmed.  

If we fail to comply with the rules under the Sarbanes-Oxley Act of 2002 related to accounting controls and procedures, or, if we 
discover material weaknesses and deficiencies in our internal control and accounting procedures, our stock price could decline 
significantly and raising capital could be more difficult.  

Sarbanes-Oxley specifically requires, among other things, that we maintain effective internal controls for financial reporting and 
disclosure of controls and procedures. In particular, we must perform system and process evaluation and testing of our internal 
controls over financial reporting to allow management to report on the effectiveness of our internal controls over financial reporting, 
as required by Section 404 of Sarbanes-Oxley. Our testing, or the subsequent testing by our independent registered public accounting 
firm, if and when required, may reveal deficiencies in our internal controls over financial reporting that are deemed to be material 
weaknesses. Our compliance with Section 404 will require that we incur substantial accounting expense and expend significant 
management efforts. We currently do not have an internal audit group, and we will need to hire additional accounting and financial 
staff with appropriate public company experience and technical accounting knowledge. Moreover, if we are not able to comply with 
the requirements of Section 404 in a timely manner, or if we or our independent registered public accounting firm identifies 
deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses, the market price of our stock 
could decline, and we could be subject to sanctions or investigations by the SEC or other regulatory authorities, which would require 
additional financial and management resources.  

Risks Related to This Offering  

Management will have broad discretion as to the use of the proceeds from this offering, and may not use the proceeds 
effectively.  

Because we have not designated the amount of net proceeds from this offering to be used for any particular purpose, our 
management will have broad discretion as to the application of the net proceeds from this offering and could use them for purposes 
other than those contemplated at the time of the offering. Our management may use the net proceeds for corporate purposes that may 
not improve our financial condition or market value.  

You may experience immediate and substantial dilution.  

The offering price per share in this offering may exceed the net tangible book value per share of our common stock outstanding 
prior to this offering. Assuming that an aggregate 10,989,011 shares of our common stock are sold during the term of the sales 
agreement with MLV at a price of $4.55 per share, the last reported sale price of our common stock on The NASDAQ Capital Market 
on November 4, 2014, for aggregate gross proceeds of approximately $50.0 million, after deducting commissions and estimated 



aggregate offering expenses payable by us, you will experience immediate dilution of $1.46 per share, representing the 
difference between our as adjusted net tangible book value per share as of September 30, 2014 after giving effect to this offering and 
the assumed offering price. The exercise of outstanding stock options and warrants may result in further dilution of your investment. 
See the section entitled “Dilution” below for a more detailed illustration of the dilution you would incur if you participate in this 
offering.  
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You may experience future dilution as a result of future equity offerings. 

In order to raise additional capital, we may in the future offer additional shares of our common stock or other securities 
convertible into or exchangeable for our common stock at prices that may not be the same as the price per share in this offering. We 
may sell shares or other securities in any other offering at a price per share that is less than the price per share paid by investors in this 
offering, and investors purchasing shares or other securities in the future could have rights superior to existing stockholders. The price 
per share at which we sell additional shares of our common stock, or securities convertible or exchangeable into common stock, in 
future transactions may be higher or lower than the price per share paid by investors in this offering.  

We do not intend to pay dividends in the foreseeable future.  

We have never paid cash dividends on our common stock. We currently intend to retain our future earnings, if any, to finance 
the operation and growth of our business and currently do not plan to pay any cash dividends in the foreseeable future.  
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DISCLOSURE REGARDING FORWARD-LOOKING STATEMENTS  

This prospectus, including the documents that we incorporate by reference, contains forward-looking statements within the 
meaning of Section 27A of the Securities Act of 1933, as amended (the “Securities Act”), and Section 21E of the Exchange Act. Such 
forward-looking statements include those that express plans, anticipation, intent, contingency, goals, targets or future development 
and/or otherwise are not statements of historical fact. These forward-looking statements are based on our current expectations and 
projections about future events and they are subject to risks and uncertainties known and unknown that could cause actual results and 
developments to differ materially from those expressed or implied in such statements.  

In some cases, you can identify forward-looking statements by terminology, such as “expects,” “anticipates,” “intends,” 
“estimates,” “plans,” “believes,” “seeks,” “may,” “should”, “could” or the negative of such terms or other similar 
expressions. Accordingly, these statements involve estimates, assumptions and uncertainties that could cause actual results to differ 
materially from those expressed in them. Any forward-looking statements are qualified in their entirety by reference to the factors 
discussed throughout this prospectus.  

You should read this prospectus and the documents that we reference herein and therein and have filed as exhibits to the 
registration statement, of which this prospectus is part, completely and with the understanding that our actual future results may be 
materially different from what we expect. You should assume that the information appearing in this prospectus is accurate as of the 
date on the front cover of this prospectus. Because the risk factors referred to above, as well as the risk factors referred to on page S-3 
of this prospectus and incorporated herein by reference, could cause actual results or outcomes to differ materially from those 
expressed in any forward-looking statements made by us or on our behalf, you should not place undue reliance on any forward-
looking statements. Further, any forward-looking statement speaks only as of the date on which it is made, and we undertake no 
obligation to update any forward-looking statement to reflect events or circumstances after the date on which the statement is made or 
to reflect the occurrence of unanticipated events. New factors emerge from time to time, and it is not possible for us to predict which 
factors will arise. In addition, we cannot assess the impact of each factor on our business or the extent to which any factor, or 
combination of factors, may cause actual results to differ materially from those contained in any forward-looking statements. We 
qualify all of the information presented in this prospectus, and particularly our forward-looking statements, by these cautionary 
statements.  
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USE OF PROCEEDS 

We currently intend to use the net proceeds from this offering to fund our research and development activities and for working 
capital and other general corporate purposes and possibly acquisitions of other companies, products or technologies, though no such 
acquisitions are currently contemplated.  

The amounts and timing of our use of the net proceeds from this offering will depend on a number of factors, such as the timing 
and progress of our research and development efforts, the timing and progress of any collaborative or strategic partnering efforts, and 
the competitive environment for our planned products. As of the date of this prospectus, we cannot specify with certainty all of the 
particular uses for the net proceeds to us from this offering. Accordingly, our management will have broad discretion in the timing 
and application of these proceeds. Pending application of the net proceeds as described above, we intend to temporarily invest the 
proceeds in short-term, interest-bearing instruments.  
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DILUTION 

If you purchase our common stock in this offering, your interest will be diluted to the extent of the difference between the public 
offering price per share and the net tangible book value per share of our common stock after this offering. We calculate net tangible 
book value per share by dividing our net tangible assets (tangible assets less total liabilities) by the number of shares of our common 
stock issued and outstanding as of September 30, 2014.  

Our pro forma net tangible book value at September 30, 2014 was $74,590,000, or $2.58 per share after giving effect to the sale 
and issuance of 400,000 shares of common stock after September 30, 2014. After giving effect to the sale of our common stock 
during the term of the sales agreement with MLV in the aggregate amount of $50,000,000 at an assumed offering price of $4.55 per 
share, the last reported sale price of our common stock on The NASDAQ Capital Market on November 3, 2014, and after deducting 
commissions and estimated aggregate offering expenses payable by us, our pro forma as adjusted net tangible book value as of 
September 30, 2014 would have been approximately $123,314,950, or $3.09 per share of common stock. This represents an 
immediate increase in the net tangible book value of $0.51 per share to our existing stockholders and an immediate dilution in net 
tangible book value of $1.46 per share to new investors. The following table illustrates this per share dilution:  
  

The table above assumes for illustrative purposes that an aggregate of 10,989,011 shares of our common stock are sold during 
the term of the sales agreement with MLV at a price of $4.55 per share, the last reported sale price of our common stock on The 
NASDAQ Capital Market on November 3, 2014, for aggregate gross proceeds of approximately $50,000,000. The shares pursuant to 
the sales agreement with MLV are being sold from time to time at various prices. An increase of $1.00 per share in the price at which 
the shares are sold from the assumed offering price of $4.55 per share shown in the table above, assuming all of our common stock in 
the aggregate amount of $50,000,000 during the term of the sales agreement with MLV is sold at that price, would increase our pro 
forma as adjusted net tangible book value per share after the offering to $3.25 per share and would increase the dilution in net tangible 
book value per share to new investors in this offering to $2.30 per share, after deducting commissions and estimated aggregate 
offering expenses payable by us. A decrease of $1.00 per share in the price at which the shares are sold from the assumed offering 
price of $4.55 per share shown in the table above, assuming all of our common stock in the aggregate amount of $50,000,000 during 
the term of the sales agreement with MLV is sold at that price, would decrease our pro forma as adjusted net tangible book value per 
share after the offering to $2.87 per share and would decrease the dilution in net tangible book value per share to new investors in this 
offering to $0.68 per share, after deducting commissions and estimated aggregate offering expenses payable by us. This information 
is supplied for illustrative purposes only.  

The above discussion and table are based on 28,932,850 shares of our common stock issued and outstanding as of September 30, 
2014 on a pro forma basis and excludes the following:  
  

  

To the extent that options or warrants outstanding as of September 30, 2014 have been or are exercised, or other shares are 
issued, investors purchasing shares in this offering could experience further dilution. In addition, we may choose to raise additional 
capital due to market conditions or strategic considerations, even if we believe we have sufficient funds for our current or future 
operating plans. To the extent that additional capital is raised through the sale of equity or convertible debt securities, the issuance of 
these securities could result in further dilution to our stockholders.  
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Assumed public offering price per share    $4.55  
Pro forma net tangible book value per share as of September 30, 2014  $2.58    
Increase in net tangible book value per share attributable to this offering  $0.51    

        

Pro forma as adjusted net tangible book value per share as of September 30, 
2014, after giving effect to this offering    $3.09  

         

Dilution per share to new investors purchasing shares in this offering    $1.46  
        

 

 •  1,905,366 shares of our common stock issuable upon exercise of outstanding stock options under our stock incentive plans 
at a weighted average exercise price of $6.71 per share as of September 30, 2014; and 

 •  256,492 shares of our common stock issuable upon exercise of outstanding warrants at a weighted average exercise price 
of $9.22 per share as of September, 2014. 



MARKET FOR COMMON STOCK 

Our common stock is traded on The NASDAQ Capital Market under the symbol “SRNE” and began quotation on The 
NASDAQ Capital Market in October 2013. Previously, our common stock was traded on the OTCBB under the symbol “SRNE” and 
began quotation on the OTCBB on an unpriced basis in December 2006.  

Our common stock trades only sporadically and has experienced in the past, and is expected to experience in the future, 
significant price and volume volatility.  

The following table sets forth the range of high and low bid quotations for our common stock, as reported by NASDAQ and 
OTCBB for the fiscal year ended December 31, 2014 and the fourth quarter ending December 31, 2013 and by the OTCBB, on a 
quarterly basis for the three quarters ended September 30, 2013 and the fiscal year ended December 31, 2012. Quotations reflect 
inter-dealer prices, without retail mark-up, mark-down or commission and may not necessarily represent actual transactions. On 
July 30, 2013, we completed a 1-for-25 reverse split of its common stock. All common shares and per common share amounts in the 
table have been adjusted retroactively to reflect the effects of this action.  
  

The closing price of our common stock on The NASDAQ Capital Market on November 3, 2014 was $4.55 per share. As of 
November 3, 2014, we had 224 stockholders of record of our common stock.  
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Fiscal 2014  High    Low  
Fourth Quarter (through November 3, 2014)  $ 4.55    $3.21  
Third Quarter  $ 6.87    $4.20  
Second Quarter  $13.21    $4.75  
First Quarter  $16.40    $7.92  

Fiscal 2013   High    Low  
Fourth Quarter  $10.30    $7.80  
Third Quarter  $10.00    $5.20  
Second Quarter  $12.00    $2.50  
First Quarter  $ 8.75    $4.00  

Fiscal 2012  High    Low  
Fourth Quarter  $ 6.25    $1.50  
Third Quarter  $11.25    $3.75  
Second Quarter  $19.25    $3.00  
First Quarter  $14.75    $5.00  



PLAN OF DISTRIBUTION 

We have entered into an At Market Issuance Sales Agreement with MLV & Co., or MLV, that provides for the issuance and sale 
by us of shares of our common stock having an aggregate offering price of up to $50.0 million from time to time through MLV acting 
as agent. MLV may sell the common stock by any method that is deemed to be an “at the market offering” as defined in Rule 415 
promulgated under the Securities Act of 1933, as amended, including sales made directly on or through The NASDAQ Capital 
Market or any other existing trading market for the common stock in the U.S. or to or through a market maker. MLV may also sell the 
common stock in negotiated transactions, subject to our prior approval.  

Each time we wish to issue and sell common stock under the sales agreement, we will notify MLV of the number of shares to be 
issued, the dates on which such sales are anticipated to be made and any minimum price below which sales may not be made. Once 
we have so instructed MLV, unless MLV declines to accept the terms of this notice, MLV has agreed to use its commercially 
reasonable efforts consistent with its normal trading and sales practices to sell such shares up to the amount specified on such terms. 
The obligations of MLV under the sales agreement to sell our common stock is subject to a number of conditions that we must meet.  

The settlement between us and MLV is generally anticipated to occur on the third trading day following the date on which the 
sale was made. Sales of our common stock as contemplated in this prospectus will be settled through the facilities of The Depository 
Trust Company or by such other means as we and MLV may agree upon. There is no arrangement for funds to be received in an 
escrow, trust or similar arrangement.  

We will pay MLV a commission equal to an aggregate of up to 3% of the gross proceeds we receive from the sales of our 
common stock. Because there is no minimum offering amount required as a condition to close this offering, the actual total public 
offering amount, commissions and proceeds to us, if any, are not determinable at this time. In connection with the sale of the common 
stock on our behalf, MLV will be deemed to be an “underwriter” within the meaning of the Securities Act of 1933, as amended, and 
the compensation of MLV will be deemed to be underwriting commissions or discounts. We have agreed to provide indemnification 
and contribution to MLV with respect to certain civil liabilities, including liabilities under the Securities Act. We estimate that the 
total expenses for the offering, excluding compensation and reimbursements payable to MLV under the terms of the sales agreement, 
will be approximately $151,000. We have agreed to reimburse MLV for certain of its expenses up to $25,000.  

The offering of our common stock pursuant to the sales agreement will terminate upon the earlier of (i) the sale of all of our 
common stock provided for in this prospectus, or (ii) termination of the sales agreement as permitted therein. We and MLV may each 
terminate the sales agreement at any time upon 10 days prior notice.  

This summary of the material provisions of the sales agreement does not purport to be a complete statement of its terms and 
conditions. A copy of the sales agreement is filed with the SEC and is incorporated by reference into the registration statement of 
which this prospectus is a part. See “Where You Can Find More Information” below.  

MLV and its affiliates may in the future provide various investment banking, commercial banking and other financial services 
for us and our affiliates, for which services they may in the future receive customary fees. To the extent required by Regulation M, 
MLV will not engage in any market making activities involving our common stock while the offering is ongoing under this 
prospectus.  

A prospectus in electronic format may be made available on a web site maintained by MLV and MLV may distribute the 
prospectus electronically.  
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LEGAL MATTERS 

The validity of the issuance of the common stock offered hereby will be passed upon for us by Sichenzia Ross Friedman Ference
LLP, New York, New York. LeClairRyan, A Professional Corporation, is counsel for MLV in connection with this offering.  

EXPERTS  

The consolidated balance sheets as of December 31, 2013 and 2012, and the related consolidated statements of operations, 
stockholders’ equity, and cash flows for the years then ended and for the period from January 25, 2006 (Inception) through 
December 31, 2013 have been incorporated in reliance on the report of Mayer Hoffman McCann P.C., an independent registered 
public accounting firm, incorporated herein by reference, given on the authority of said firm as experts in auditing and accounting.  

WHERE YOU CAN FIND MORE INFORMATION  

This prospectus constitutes a part of a registration statement on Form S-3 filed under the Securities Act. As permitted by the 
SEC’s rules, this prospectus and any prospectus supplement, which form a part of the registration statement, do not contain all the 
information that is included in the registration statement. You will find additional information about us in the registration 
statement. Any statements made in this prospectus or any prospectus supplement concerning legal documents are not necessarily 
complete and you should read the documents that are filed as exhibits to the registration statement or otherwise filed with the SEC for 
a more complete understanding of the document or matter.  

We file annual, quarterly and current reports, proxy statements and other information with the SEC. You may read, without 
charge, and copy the documents we file at the SEC’s public reference rooms in Washington, D.C. at 100 F Street, NE, Room 1580, 
Washington, DC 20549, or in New York, New York and Chicago, Illinois. You can request copies of these documents by writing to 
the SEC and paying a fee for the copying cost. Please call the SEC at 1-800-SEC-0330 for further information on the public reference 
rooms. Our SEC filings are also available to the public at no cost from the SEC’s website at http://www.sec.gov.  
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INCORPORATION OF DOCUMENTS BY REFERENCE 

We have filed a registration statement on Form S-3 with the Securities and Exchange Commission under the Securities Act. This 
prospectus is part of the registration statement but the registration statement includes and incorporates by reference additional 
information and exhibits. The Securities and Exchange Commission permits us to “incorporate by reference” the information 
contained in documents we file with the Securities and Exchange Commission, which means that we can disclose important 
information to you by referring you to those documents rather than by including them in this prospectus. Information that is 
incorporated by reference is considered to be part of this prospectus and you should read it with the same care that you read this 
prospectus. Information that we file later with the Securities and Exchange Commission will automatically update and supersede the 
information that is either contained, or incorporated by reference, in this prospectus, and will be considered to be a part of this 
prospectus from the date those documents are filed. We have filed with the Securities and Exchange Commission, and incorporate by 
reference in this prospectus:  
  

  

  

  

  

  

  

We also incorporate by reference all additional documents that we file with the Securities and Exchange Commission under the 
terms of Sections 13(a), 13(c), 14 or 15(d) of the Exchange Act that are made after the initial filing date of the registration statement 
of which this prospectus is a part until the offering of the particular securities covered by a prospectus supplement or term sheet has 
been completed. We are not, however, incorporating, in each case, any documents or information that we are deemed to furnish and 
not file in accordance with Securities and Exchange Commission rules.  

You may request, and we will provide you with, a copy of these filings, at no cost, by calling us at (858) 210-3700 or by writing 
to us at the following address:  

Sorrento Therapeutics, Inc.  
6042 Cornerstone Ct. West, Suite B  

San Diego, California 92121  
Attn.: Corporate Secretary  
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 •  Annual Report on Form 10-K for the year ended December 31, 2013 filed with the SEC on April 1, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2014 filed with the SEC on May 14, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended June 30, 2014 filed with the SEC on August 6, 2014; 

 •  Quarterly Report on Form 10-Q for the quarterly period ended September 30, 2014 filed with the SEC on November 4, 
2014; 

 •  Proxy Statement on Schedule 14A filed with the SEC on April 29, 2014; 

 

•  Current Reports on Form 8-K (excluding any reports or portions thereof that are deemed to be furnished and not filed) filed 
with the SEC on January 9, 2014, February 3, 2014, March 3, 2014, March 11, 2014, March 25, 2014, April 1, 
2014, April 4, 2014, May 13, 2014, May 15, 2014, May 30, 2014, June 23, 2014, June 25, 2014, July 1, 2014, July 21, 
2014, July 31, 2014, August 8, 2014, August 18, 2014, August 21, 2014, October 6, 2014 and October 15, 2014; and 

 •  The description of our common stock contained in our Form 8-A filed with the SEC on October 23, 2014. 



    

  

  

$50,000,000  

Common Stock  

  

PROSPECTUS  
  

  
  

  
  



PART II INFORMATION NOT REQUIRED IN PROSPECTUS  

Item 14. Other Expenses of Issuance and Distribution.  

The following table sets forth an estimate of the fees and expenses relating to the issuance and distribution of the securities being
registered hereby, other than underwriting discounts and commissions, all of which shall be borne by the Registrant. All of such fees 
and expenses, except for the SEC Registration Fee and the FINRA filing fee, are estimated:  
  

Item 15. Indemnification of Officers and Directors.  

The Registrant’s Certificate of Incorporation eliminates the personal liability of directors to the fullest extent permitted by the 
Delaware General Corporation Law and, together with the Registrant’s Bylaws, provides that the Registrant shall indemnify and hold 
harmless, to the fullest extent permitted by applicable law as it may be amended or supplemented, any person who was or is made or 
is threatened to be made a party or is otherwise involved in any action, suit or proceeding, whether civil, criminal, administrative or 
investigative, by reason of the fact that such person, or a person for whom such person is the legal representative, is or was a director 
or officer of the Registrant or, while a director or officer of the Registrant, is or was serving at the request of the Registrant as a 
director, officer, employee or agent of another corporation or of a partnership, joint venture, trust, enterprise or nonprofit entity, 
including service with respect to employee benefit plans, against all liability and loss suffered and expenses (including attorneys’ 
fees) reasonably incurred by such person. The Registrant has also obtained liability insurance for its officers and directors.  

We have an insurance policy that insures our directors and officers, within the limits and subject to the limitations of the policy, 
against certain expenses in connection with the defense of actions, suits or proceedings, and certain liabilities that might be imposed 
as a result of such actions, suits or proceedings, to which they are parties by reason of being or having been directors or officers.  

Item 16. Exhibits.  
  

  

SEC registration fee  $ 29,050  
FINRA filing fee   38,000  
Nasdaq Listing fee   55,000  
Legal fees and expenses   25,000  
Printing fees and expenses   5,000  
Accounting fees and expenses   10,000  
Transfer agent fees and expenses   3,000  
Miscellaneous fees and expenses   5,950  

      
 

Total  $146,000  
      

 

 a) Exhibits. 

Exhibit 
Number  Description of Document

  1.1*   Form of Underwriting Agreement

  1.2   At Market Issuance Sales Agreement, dated as of November 3, 2014, between the Registrant and MLV & Co. LLC.

  3.1
  

Certificate of Incorporation (incorporated by reference to Exhibit 3.1 to the Registrant’s Current Report on Form 8-K 
filed with the SEC on October 23, 2009)

  3.2
  

Restated Certificate of Incorporation (incorporated by reference to Exhibit 3.1 to the Registrant’s Quarterly Report on 
Form 10-Q filed with the SEC on May 15, 2013).

  3.3
  

Certificate of Amendment of the Restated Certificate of Incorporation of Sorrento Therapeutics, Inc. (incorporated by 
reference to Exhibit 3.1 to the Registrant’s Current Report on Form 8-K filed with the SEC on August 1, 2013).

  3.4
  

Bylaws (incorporated by reference to Exhibit 3.2 to the Registrant’s Current Report on Form 8-K filed with the SEC 
on October 23, 2009)

  3.5

  

Certificate of Designation of Rights, Preferences and Privileges of Series A Junior Participating Preferred Stock of 
Sorrento Therapeutics, Inc. (incorporated by reference to Exhibit 3.1 to the Registrant’s Current Report on Form 8-K 
filed with the SEC on November 12, 2013).



Item 17. Undertakings.  
  

(1) To file, during any period in which offers or sales are being made, a post-effective amendment to this registration statement:  

(i) To include any prospectus required by Section 10(a)(3) of the Securities Act;  

(ii) To reflect in the prospectus any facts or events arising after the effective date of this registration statement (or the most recent post-
effective amendment thereof) which, individually or in the aggregate, represent a fundamental change in the information set forth in this 
registration statement. Notwithstanding the foregoing, any increase or decrease in the volume of securities offered (if the total dollar value of 
the securities offered would not exceed that which was registered) and any deviation from the low or high end of the estimated maximum 
offering range may be reflected in the form of prospectus filed with the Commission pursuant to Rule 424(b) if, in the aggregate, the changes 
in volume and price represent no more than a 20% change in the maximum aggregate offering price set forth in the “Calculation of 
Registration Fee” table in the effective registration statement; and  

(iii) To include any material information with respect to the plan of distribution not previously disclosed in this registration statement 
or any material change to such information in this registration statement;  

provided, however, that the undertakings set forth in paragraphs (a)(1)(i), (a)(1)(ii) and (a)(1)(iii) above do not apply if the information 
required to be included in a post-effective amendment by those paragraphs is contained in reports filed with or furnished to the Commission 
by the registrant pursuant to Section 13 or Section 15(d) of the Securities Exchange Act of 1934, as amended (the “Exchange Act”) that are 
incorporated by reference in this registration statement or is contained in a form of prospectus filed pursuant to Rule 424(b) that is part of 
this registration statement;  

(2) That, for the purpose of determining any liability under the Securities Act, each such post-effective amendment shall be deemed to 
be a new registration statement relating to the securities offered therein, and the offering of such securities at that time shall be deemed to be 
the initial bona fide offering thereof.  

(3) To remove from registration by means of a post-effective amendment any of the securities being registered which remain unsold at 
the termination of the offering.  

(4) That, for the purpose of determining liability under the Securities Act to any purchaser:  

If the registrant is relying on Rule 430B;  

(i) Each prospectus filed by the registrant pursuant to Rule 424 (b)(3) shall be deemed to be part of this registration statement as of the 
date the filed prospectus was deemed part of and included in the registration statement; and  

(ii) Each prospectus required to be filed pursuant to Rule 424 (b)(2), (b)(5), or (b)(7) as part of a registration statement in reliance on 
Rule 430B relating to an offering made pursuant to Rule 415(a)(1)(i), (vii) or (x) for the purpose of providing the information required by 
Section 10(a) of the Securities Act shall be deemed to be part of and included in the registration statement as of the earlier of the date of the 
Securities Act prospectus is first used after effectiveness or the date of the first contract of sale of securities in the offering described in the 
prospectus. As provided in Rule 430B, for liability purposes of the issuer and any person that is at that date an underwriter, such date shall be 
deemed to be a new effective date of the registration statement relating to the 

  4.1
  

Specimen Common Stock Certificate (incorporated by reference to Exhibit 4.1 to the Registrant’s Current Report on Form 8-K 
filed with the SEC on October 23, 2009).

  4.2

  

Rights Agreement, dated as of November 7, 2013 by and between Sorrento Therapeutics, Inc. and Computershare Trust 
Company, N.A., as rights agent (incorporated by reference to Exhibit 4.1 to the Registrant’s Current Report on Form 8-K filed 
with the SEC on November 12, 2013).

  4.3*  Form of Preferred Stock Certificate

  4.4*  Form of Warrant

  4.5*  Form of Warrant Agreement

  4.6*  Form of Unit Agreement

  5.1   Opinion of Sichenzia Ross Friedman Ference LLP

23.1   Consent of Sichenzia Ross Friedman Ference LLP (included in Exhibit 5.1).

23.2   Consent of Mayer Hoffman McCann P.C.

24.1   Power of Attorney (included on signature pages to the registration statement)
 
* To the extent applicable, to be filed by an amendment or as an exhibit to a document filed under the Securities Exchange Act of 1934, 

as amended, and incorporated by reference herein. 
** To be filed by amendment. 

 (a) The undersigned registrant hereby undertakes: 



securities in the registration statement to which that prospectus relates, and the offering of such securities at that time shall be deemed 
to be the initial bona fide offering thereof. Provided, however, that no statement made in a registration statement or prospectus that is 
part of the registration statement or made in a document incorporated or deemed incorporated by reference into the registration 
statement or prospectus that is part of the registration statement will, as to a purchaser with a time of contract of sale prior to such 
effective date, supersede or modify any statement that was made in the registration statement or prospectus that was part of the 
registration statement or made in any such document immediately prior to such effective date; or  

(iii) If the registrant is subject to Rule 430C, each prospectus filed pursuant to Rule 424(b) as part of a registration statement 
relating to an offering, other than registration statements relying on Rule 430B or other than prospectuses filed in reliance on Rule 
430A, shall be deemed to be part of and included in the registration statement as of the date it is first used after effectiveness. 
Provided, however, that no statement made in a registration statement or prospectus that is part of the registration statement or made 
in a document incorporated or deemed incorporated by reference into the registration statement or prospectus that is part of the 
registration statement will, as to a purchaser with a time of contract of sale prior to such first use, supersede or modify any statement 
that was made in the registration statement or prospectus that was part of the registration statement or made in any such document 
immediately prior to such date of first use.  

(5) That, for the purpose of determining liability of the registrant under the Securities Act to any purchaser in the initial 
distribution of the securities:  

The undersigned registrant undertakes that in a primary offering of securities of the undersigned registrant pursuant to this 
registration statement, regardless of the underwriting method used to sell the securities to the purchaser, if the securities are offered or 
sold to such purchaser by means of any of the following communications, the undersigned registrant will be a seller to the purchaser 
and will be considered to offer or sell such securities to such purchaser:  

(i) Any preliminary prospectus or prospectus of the undersigned registrant relating to the offering required to be filed pursuant to 
Rule 424;  

(ii) Any free writing prospectus relating to the offering prepared by or on behalf of the undersigned registrant or used or referred 
to by the undersigned registrant;  

(iii) The portion of any other free writing prospectus relating to the offering containing material information about the 
undersigned registrant or its securities provided by or on behalf of the undersigned registrant; and  

(iv) Any other communication that is an offer in the offering made by the undersigned registrant to the purchaser.  
  

  

 

(b) The undersigned registrant hereby undertakes that, for purposes of determining any liability under the Securities Act of 
1933, each filing of the registrant’s annual report pursuant to section 13(a) or section 15(d) of the Securities Exchange Act 
of 1934 (and, where applicable, each filing of an employee benefit plan’s annual report pursuant to section 15(d) of the 
Securities Exchange Act of 1934) that is incorporated by reference in the registration statement shall be deemed to be a 
new registration statement relating to the securities offered therein, and the offering of such securities at that time shall be 
deemed to be the initial bona fide offering thereof. 

 

(h) Insofar as indemnification for liabilities arising under the Securities Act may be permitted to directors, officers and 
controlling persons of the registrant pursuant to the foregoing provisions, or otherwise, the registrant has been advised that 
in the opinion of the Commission such indemnification is against public policy as expressed in the Securities Act and is, 
therefore, unenforceable. In the event that a claim for indemnification against such liabilities (other than the payment by 
the registrant of expenses incurred or paid by a director, officer or controlling person of the registrant in the successful 
defense of any action, suit or proceeding) is asserted by such director, officer or controlling person in connection with the 
securities being registered, the registrant will, unless in the opinion of its counsel the matter has been settled by controlling 
precedent, submit to a court of appropriate jurisdiction the question whether such indemnification by it is against public 
policy as expressed in the Securities Act and will be governed by the final adjudication of such issue. 



SIGNATURES 

Pursuant to the requirements of the Securities Act of 1933, as amended, the Registrant certifies that it has reasonable grounds to 
believe that it meets all of the requirements for filing on Form S-3 and has duly caused this Form S-3 to be signed on its behalf by the 
undersigned, thereunto duly authorized, in San Diego, California, on the 4th day of November, 2014.  
  

POWER OF ATTORNEY  

KNOW ALL MEN BY THESE PRESENTS, that each person whose signature appears below constitutes and appoints Henry Ji, 
his true and lawful attorney-in-fact and agent with full power of substitution and re-substitution, for him/her and in his name, place 
and stead, in any and all capacities to sign any or all amendments (including, without limitation, post-effective amendments) to this 
Registration Statement, any related Registration Statement filed pursuant to Rule 462(b) under the Securities Act of 1933 and any or 
all pre- or post-effective amendments thereto, and to file the same, with all exhibits thereto, and all other documents in connection 
therewith, with the Securities and Exchange Commission, granting unto said attorney-in-fact and agent, full power and authority to do 
and perform each and every act and thing requisite and necessary to be done in and about the premises, as fully for all intents and 
purposes as he or she might or could do in person, hereby ratifying and confirming that said attorney-in-fact and agent, or any 
substitute or substitutes for him, may lawfully do or cause to be done by virtue hereof. Pursuant to the requirements of the Securities 
Act of 1933, the following persons in the capacities and on the dates indicated have signed this Registration Statement below.  
  

SORRENTO THERAPEUTICS INC.

By:  /s/ HENRY JI
 Henry Ji

 
Director, Chief Executive Officer and President 
(Principal Executive Officer) 

 /s/ RICHARD G. VINCENT
 Richard G. Vincent
 Chief Financial Officer
 (Principal Financial and Accounting Officer)

Signature   Title  Date

/s/ HENRY JI 
Henry Ji   

Director, Chief Executive Officer and President
(Principal Executive Officer)  

November 4, 2014

/s/ RICHARD G. VINCENT 
Richard G. Vincent   

Chief Financial Officer 
(Principal Financial and Accounting Officer)  

November 4, 2014

/s/ WILLIAM S. MARTH 
William S. Marth   

Director and Chairman
 

November 4, 2014

/s/ JAISIM SHAH 
Jaisim Shah   

Director
 

November 4, 2014

/s/ DOUGLAS EBERSOLE 
Douglas Ebersole   

Director
 

November 4, 2014

/s/ KIM D. JANDA 
Kim D. Janda   

Director
 

November 4, 2014

/s/ MARK DURAND 
Mark Durand   

Director
 

November 4, 2014



Exhibit 1.2 

SORRENTO THERAPEUTICS, INC.  

Common Stock  
(par value $0.0001 per share)  

At Market Issuance Sales Agreement  

November 3, 2014 

MLV & Co. LLC  
1251 Avenue of the Americas  
41st Floor  
New York, New York 10020  

Ladies and Gentlemen:  

Sorrento Therapeutics, Inc., a Delaware corporation (the “Company”), confirms its agreement (this “Agreement”), with MLV & 
Co. LLC (“MLV”), as follows:  

1. Issuance and Sale of Shares. The Company agrees that, from time to time during the term of this Agreement, on the terms and 
subject to the conditions set forth herein, it may issue and sell through MLV, shares (the “Placement Shares”) of the Company’s 
common stock, par value $0.0001 per share (the “Common Stock”), provided however, that in no event shall the Company issue or 
sell through MLV such number of Placement Shares that (a) would cause the Company not to satisfy the eligibility requirements for 
use of Form S-3, (b) exceeds the number of shares of Common Stock registered on the effective Registration Statement and included 
in the Prospectus (each as defined below) pursuant to which the offering is being made, or (c) exceeds the number of authorized but 
unissued shares of Common Stock (the lesser of (a), (b) and (c), the “Maximum Amount”). Notwithstanding anything to the contrary 
contained herein, the parties hereto agree that compliance with the limitations set forth in this Section 1 on the number or amount of 
Placement Shares issued and sold under this Agreement shall be the sole responsibility of the Company and that MLV shall have no 
obligation in connection with such compliance. The issuance and sale of Placement Shares through MLV will be effected pursuant to 
the Registration Statement (as defined below), although nothing in this Agreement shall be construed as requiring the Company to use 
the Registration Statement to issue any Placement Shares.  

The Company shall file, in accordance with the provisions of the Securities Act of 1933, as amended, and the rules and 
regulations thereunder (the “Securities Act”), with the Securities and Exchange Commission (the “Commission”), a registration 
statement on Form S-3, including a prospectus relating to the Placement Shares to be issued from time to time by the Company, and 
which incorporates by reference documents that the Company has filed or will file in accordance with the provisions of the Securities 
Exchange Act of 1934, as amended, and the rules and regulations thereunder (the “Exchange Act”). The Company will, if necessary, 
prepare a prospectus supplement to the prospectus included as part of such registration statement specifically relating to the 
Placement Shares (the “Prospectus Supplement”). The Company will furnish to MLV, for use by MLV, copies of the prospectus 
included as part of such registration statement, as supplemented, if at all, by the Prospectus Supplement, relating to the Placement 
Shares. Except where the context otherwise requires, such registration statement, including all documents filed as part thereof or 
incorporated by reference therein, and including any  



information contained in a Prospectus (as defined below) subsequently filed with the Commission pursuant to Rule 424(b) under the 
Securities Act or deemed to be a part of such registration statement pursuant to Rule 430B of the Securities Act, is herein called the 
“Registration Statement.” The prospectus relating to the Placement Shares, including all documents incorporated or deemed 
incorporated therein by reference to the extent such information has not been superseded or modified in accordance with Rule 412 
under the Securities Act (as qualified by Rule 430B(g) of the Securities Act), included in the Registration Statement, as it may be 
supplemented by the Prospectus Supplement, in the form in which such prospectus and/or Prospectus Supplement have most recently 
been filed by the Company with the Commission pursuant to Rule 424(b) under the Securities Act, is herein called the “Prospectus.” 
Any reference herein to the Registration Statement, the Prospectus or any amendment or supplement thereto shall be deemed to refer 
to and include the documents incorporated or deemed incorporated by reference therein, and any reference herein to the terms 
“amend,” “amendment” or “supplement” with respect to the Registration Statement or the Prospectus shall be deemed to refer to and 
include the filing after the execution hereof of any document with the Commission deemed to be incorporated by reference therein 
(the “Incorporated Documents”).  

For purposes of this Agreement, all references to the Registration Statement, the Prospectus or to any amendment or supplement 
thereto shall be deemed to include the most recent copy filed with the Commission pursuant to its Electronic Data Gathering Analysis 
and Retrieval System, or if applicable, the Interactive Data Electronic Application system when used by the Commission 
(collectively, “EDGAR”).  

2. Placements. Each time that the Company wishes to issue and sell Placement Shares hereunder (each, a “Placement”), it will 
notify MLV by email notice (or other method mutually agreed to in writing by the parties) of the number of Placement Shares, the 
time period during which sales are requested to be made, any limitation on the number of Placement Shares that may be sold in any 
one day and any minimum price below which sales may not be made (a “Placement Notice”), the form of which is attached hereto as 
Schedule 1. The Placement Notice shall originate from any of the individuals from the Company set forth on Schedule 3 (with a copy 
to each of the other individuals from the Company listed on such schedule), and shall be addressed to each of the individuals from 
MLV set forth on Schedule 3, as such Schedule 3 may be updated from time to time with respect to the individuals of each party, by 
such party providing written notice to the other party of the addition or deletion of individuals of such party. Provided that the 
Company is otherwise in compliance with the terms of this Agreement, the Placement Notice shall be effective immediately upon 
receipt by MLV unless and until (i) MLV declines to accept the terms contained therein for any reason, in its sole discretion, (ii) the 
entire amount of the Placement Shares thereunder has been sold, (iii) the Company suspends or terminates the Placement Notice or 
(iv) this Agreement has been terminated under the provisions of Section 13. The amount of any discount, commission or other 
compensation to be paid by the Company to MLV in connection with the sale of the Placement Shares shall be calculated in 
accordance with the terms set forth in Schedule 2. It is expressly acknowledged and agreed that neither the Company nor MLV will 
have any obligation whatsoever with respect to a Placement or any Placement Shares unless and until the Company delivers a 
Placement Notice to MLV and MLV does not decline such Placement Notice pursuant to the terms set forth above, and then only 
upon the terms specified therein and herein. In the event of a conflict between the terms of Sections 2 or 3 of this Agreement and the 
terms of a Placement Notice, the terms of the Placement Notice will control.  
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3. Sale of Placement Shares by MLV.

a. Subject to the terms and conditions of this Agreement, for the period specified in a Placement Notice, MLV will use its 
commercially reasonable efforts consistent with its normal trading and sales practices and applicable state and federal laws, rules and 
regulations and the rules of such national securities exchange that the Company’s Common Stock is listed on (the “Exchange”), to 
sell the Placement Shares up to the amount specified in, and otherwise in accordance with the terms of, such Placement Notice. MLV 
will provide written confirmation to the Company no later than the opening of the Trading Day (as defined below) immediately 
following the Trading Day on which it has made sales of Placement Shares hereunder setting forth the number of Placement Shares 
sold on such day, the compensation payable by the Company to MLV pursuant to Section 2 with respect to such sales, and the Net 
Proceeds (as defined below) payable to the Company, with an itemization of the deductions made by MLV (as set forth in Section 5
(b)) from the gross proceeds that it receives from such sales. Subject to the terms of a Placement Notice, MLV may sell Placement 
Shares by any method permitted by law deemed to be an “at the market offering” as defined in Rule 415 of the Securities Act, 
including without limitation sales made directly on the Exchange, on any other existing trading market for the Common Stock or to or 
through a market maker. Subject to the terms of a Placement Notice, MLV may also sell Placement Shares by any other method 
permitted by law and the rules and regulations of the Exchange, including but not limited to negotiated transactions, with the 
Company’s prior written consent. “Trading Day” means any day on which Common Stock is purchased and sold on the Exchange.  

b. During the term of this Agreement, neither MLV nor any of its affiliates or subsidiaries shall engage in (i) any short sale 
of any security of the Company or (ii) any sale of any security of the Company that MLV does not own or any sale which is 
consummated by the delivery of a security of the Company borrowed by, or for the account of, MLV or (iii) any market making, 
bidding, purchasing, stabilization or other trading activity with regard to the Common Stock, or attempting to induce another person 
to do any of the foregoing, if such activity would be prohibited under Regulation M or other anti-manipulation rules under the 
Securities Act. Neither MLV nor any of its affiliates or subsidiaries shall engage in any proprietary trading or trading for MLV’s (or 
its affiliates’ or subsidiaries’) own account.  

4. Suspension of Sales. The Company or MLV may, upon notice to the other party in writing (including by email 
correspondence to each of the individuals of the other party set forth on Schedule 3, if receipt of such correspondence is actually 
acknowledged by any of the individuals to whom the notice is sent, other than via auto-reply) or by telephone (confirmed 
immediately by verifiable facsimile transmission or email correspondence to each of the individuals of the other party set forth on 
Schedule 3), suspend any sale of Placement Shares; provided, however, that such suspension shall not affect or impair any party’s 
obligations with respect to any Placement Shares sold hereunder prior to the receipt of such notice. Each of the parties agrees that no 
such notice under this Section 4 shall be effective against any other party unless it is made to one of the individuals named on 
Schedule 3 hereto and acknowledged in accordance with the prior sentence, as such Schedule may be amended from time to time.  
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5. Sale and Delivery to MLV; Settlement.  

a. Sale of Placement Shares. The Company acknowledges and agrees that (i) there can be no assurance that MLV will be 
successful in selling Placement Shares, (ii) MLV will incur no liability or obligation to the Company or any other person or entity if it 
does not sell Placement Shares for any reason other than a failure by MLV to use its commercially reasonable efforts consistent with 
its normal trading and sales practices and applicable law and regulations to sell such Placement Shares as required under this 
Agreement and (iii) MLV shall be under no obligation to purchase Placement Shares on a principal basis pursuant to this Agreement, 
except as otherwise agreed by MLV and the Company.  

b. Settlement of Placement Shares. Unless otherwise specified in the applicable Placement Notice, settlement for sales of 
Placement Shares will occur on the third (3rd) Trading Day (or such earlier day as is industry practice for regular-way trading) 
following the date on which such sales are made (each, a “Settlement Date”). The amount of proceeds to be delivered to the Company 
on a Settlement Date against receipt of the Placement Shares sold (the “Net Proceeds”) will be equal to the aggregate sales price 
received by MLV for the Placement Shares, after deduction for (i) MLV’s commission, discount or other compensation for such sales 
payable by the Company pursuant to Section 2 hereof, and (ii) any transaction fees imposed by any governmental or self-regulatory 
organization in respect of such sales.  

c. Delivery of Placement Shares. On or before each Settlement Date, the Company will, or will cause its transfer agent to, 
electronically transfer the Placement Shares being sold by crediting MLV’s or its designee’s account (provided MLV shall have given 
the Company written notice of such designee at least one Trading Day prior to the Settlement Date) at The Depository Trust 
Company through its Deposit and Withdrawal at Custodian System or by such other means of delivery as may be mutually agreed 
upon by the parties hereto which in all cases shall be freely tradable, transferable, registered shares in good deliverable form. On each 
Settlement Date, MLV will deliver the related Net Proceeds in same day funds to an account designated by the Company on, or prior 
to, the Settlement Date. The Company agrees that if the Company, or its transfer agent (if applicable), defaults in its obligation to 
deliver Placement Shares on a Settlement Date, then in addition to and in no way limiting the rights and obligations set forth in 
Section 11(a) hereto, it will (i) hold MLV harmless against any loss, claim, damage, or reasonable, documented expense (including 
reasonable and documented legal fees and expenses), as incurred, arising out of or in connection with such default by the Company or 
its transfer agent (if applicable) and (ii) pay to MLV (without duplication) any commission, discount, or other compensation to which 
it would otherwise have been entitled absent such default.  
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d. Limitations on Offering Size. Under no circumstances shall the Company cause or request the offer or sale of any 
Placement Shares if, after giving effect to the sale of such Placement Shares, the aggregate number or aggregate gross sales proceeds 
of Placement Shares sold pursuant to this Agreement would exceed the lesser of (A) together with all sales of Placement Shares under 
this Agreement, the Maximum Amount, (B) the amount available for offer and sale under the currently effective Registration 
Statement and (C) the amount authorized from time to time to be issued and sold under this Agreement by the Company’s board of 
directors, a duly authorized committee thereof or a duly authorized executive committee, and notified to MLV in writing. Under no 
circumstances shall the Company cause or request the offer or sale of any Placement Shares pursuant to this Agreement at a price 
lower than the minimum price authorized from time to time by the Company’s board of directors, a duly authorized committee 
thereof or a duly authorized executive committee, and notified to MLV in writing. Further, under no circumstances shall the Company 
cause or permit the aggregate offering amount of Placement Shares sold pursuant to this Agreement to exceed the Maximum Amount. 

6. Representations and Warranties of the Company. Except as disclosed in the Registration Statement or Prospectus (including 
the Incorporated Documents), the Company represents and warrants to, and agrees with MLV that as of the date of this Agreement 
and as of each Applicable Time (as defined below), unless such representation, warranty or agreement specifies a different date or 
time:  

a. Registration Statement and Prospectus. The Company and, assuming no act or omission on the part of MLV that would 
make such statement untrue, the transactions contemplated by this Agreement meet the requirements for and comply with the 
conditions for the use of Form S-3 under the Securities Act. The Registration Statement has been filed with the Commission. The 
Prospectus will name MLV as the agent in the section entitled “Plan of Distribution.” The Company has not received, and has no 
notice of, any order of the Commission preventing or suspending the use of the Registration Statement, or threatening or instituting 
proceedings for that purpose. The Registration Statement and the offer and sale of Placement Shares as contemplated hereby meet the 
requirements of Rule 415 under the Securities Act and comply in all material respects with said Rule. Any statutes, regulations, 
contracts or other documents that are required to be described in the Registration Statement or the Prospectus or to be filed as exhibits 
to the Registration Statement have been so described or filed. Copies of the Registration Statement, the Prospectus, and any 
amendments or supplements thereto and all documents incorporated by reference therein that were filed with the Commission on or 
prior to the date of this Agreement have been delivered, or are available through EDGAR, to MLV and its counsel. The Company has 
not distributed and, prior to the later to occur of each Settlement Date and completion of the distribution of the Placement Shares, will 
not distribute any offering material in connection with the offering or sale of the Placement Shares other than the Registration 
Statement and the Prospectus and any Issuer Free Writing Prospectus (as defined below) to which MLV has consented, such consent 
not to be unreasonably withheld, conditioned or delayed. The Common Stock is currently listed on the Exchange. The Company has 
not, in the 12 months preceding the date hereof, received notice from the Exchange to the effect that the Company is not in 
compliance with the listing or maintenance requirements of the Exchange. The Company has no reason to believe that it will not in 
the foreseeable future continue to be in compliance with all such listing and maintenance requirements.  
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b. No Misstatement or Omission. The Registration Statement, when it becomes effective, and the Prospectus, and any 
amendment or supplement thereto, on the date of such Prospectus or amendment or supplement, conformed and will conform in all 
material respects with the requirements of the Securities Act. At each Settlement Date, the Registration Statement and the Prospectus, 
as of such date, will conform in all material respects with the requirements of the Securities Act. The Registration Statement, when it 
became or becomes effective, did not, and will not, contain an untrue statement of a material fact or omit to state a material fact 
required to be stated therein or necessary to make the statements therein not misleading. The Prospectus and any amendment and 
supplement thereto, on the date thereof and at each Applicable Time (defined below), did not or will not include an untrue statement 
of a material fact or omit to state a material fact necessary to make the statements therein, in light of the circumstances under which 
they were made, not misleading. The documents incorporated by reference in the Prospectus or any Prospectus Supplement did not, 
and any further documents filed and incorporated by reference therein will not, when filed with the Commission, contain an untrue 
statement of a material fact or omit to state a material fact required to be stated in such document or necessary to make the statements 
in such document, in light of the circumstances under which they were made, not misleading. The foregoing shall not apply to 
statements in, or omissions from, any such document made in reliance upon, and in conformity with, information furnished to the 
Company by MLV specifically for use in the preparation thereof.  

c. Conformity with Securities Act and Exchange Act. The Registration Statement, the Prospectus, any Issuer Free Writing 
Prospectus or any amendment or supplement thereto, and the Incorporated Documents, when such documents were or are filed with 
the Commission under the Securities Act or the Exchange Act or became or become effective under the Securities Act, as the case 
may be, conformed or will conform in all material respects with the requirements of the Securities Act and the Exchange Act, as 
applicable.  

d. Financial Information. The consolidated financial statements of the Company included or incorporated by reference in 
the Registration Statement and the Prospectus, together with the related notes and schedules, present fairly, in all material respects, 
the consolidated financial position of the Company and the Subsidiaries (as defined below) as of the dates indicated and the 
consolidated statement of operations, consolidated statement of cash flows and consolidated statement of stockholders’ equity 
(deficit) of the Company for the periods specified and have been prepared in compliance with the requirements of the Securities Act 
and Exchange Act, as applicable, and in conformity with generally accepted accounting principles (“GAAP”) in the United States as 
in effect as of the time of filing applied on a consistent basis (except for such adjustments to accounting standards and practices as are 
noted therein) during the periods involved; the other financial and statistical data with respect to the Company and the Subsidiaries 
contained or incorporated by reference in the Registration Statement and the Prospectus, are accurately and fairly presented in all 
material respects and prepared on a basis materially consistent with the financial statements and books and records of the Company; 
there are no financial statements (historical or pro forma) that are required to be included or incorporated by reference in the 
Registration Statement, or the Prospectus that are not included or incorporated by reference as required; the Company and the 
Subsidiaries do not have any material liabilities or obligations, direct or contingent (including any off balance sheet obligations), not 
described in the Registration Statement, and the Prospectus which are required to be described in the Registration Statement or 
Prospectus; and all disclosures contained or incorporated by reference in the Registration Statement and the Prospectus, if any, 
regarding “non-GAAP financial measures” (as such term is defined by the rules and regulations of the Commission) comply in all 
material respects with Regulation G of the Exchange Act and Item 10 of Regulation S-K under the Securities Act, to the extent 
applicable.  
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e. Conformity with EDGAR Filing. The Prospectus delivered to MLV for use in connection with the sale of the Placement 
Shares pursuant to this Agreement will be identical to the versions of the Prospectus created to be transmitted to the Commission for 
filing via EDGAR, except to the extent permitted by Regulation S-T.  

f. Organization. The Company and any subsidiary that is a significant subsidiary (as such term is defined in Rule 1-02 of 
Regulation S-X promulgated by the Commission) (each, a “Subsidiary”, collectively, the “Subsidiaries”), are, and will be, duly 
organized, validly existing and in good standing under the laws of their respective jurisdictions of organization. The Company and the 
Subsidiaries are, and will be, duly licensed or qualified for transaction of business and in good standing under the laws of each other 
jurisdiction in which their respective ownership or lease of property or the conduct of their respective businesses requires such license 
or qualification, and have all corporate power and authority necessary to own or hold their respective properties and to conduct their 
respective businesses as described in the Registration Statement and the Prospectus, except where the failure to be so qualified or in 
good standing or have such power or authority would not, individually or in the aggregate, have a material adverse effect or would 
reasonably be expected to have a material adverse effect on the assets, business, operations, earnings, properties, condition (financial 
or otherwise), prospects, stockholders’ equity or results of operations of the Company and the Subsidiaries taken as a whole, or 
prevent the consummation of the transactions contemplated hereby (a “Material Adverse Effect”).  

g. Subsidiaries. As of the date hereof, the Company’s only Subsidiaries are set forth on Schedule 6(g). The Company owns 
directly or indirectly, all of the equity interests of the Subsidiaries free and clear of any lien, charge, security interest, encumbrance, 
right of first refusal or other restriction, and all the equity interests of the Subsidiaries are validly issued and are fully paid, 
nonassessable and free of preemptive and similar rights.  

h. No Violation or Default. Neither the Company nor any Subsidiary is (i) in violation of its charter or by-laws or similar 
organizational documents; (ii) in default, and no event has occurred that, with notice or lapse of time or both, would constitute such a 
default, in the due performance or observance of any term, covenant or condition contained in any indenture, mortgage, deed of trust, 
loan agreement or other agreement or instrument to which the Company or any Subsidiary is a party or by which the Company or any 
Subsidiary is bound or to which any of the property or assets of the Company or any Subsidiary is subject; or (iii) in violation of any 
law or statute or any judgment, order, rule or regulation of any court or arbitrator or governmental or regulatory authority having 
jurisdiction over the Company, except, in the case of each of clauses (ii) and (iii) above, for any such violation or default that would 
not, individually or in the aggregate, reasonably be expected to have a Material Adverse Effect. To the Company’s knowledge, no 
other party under any material contract or other agreement to which it or any Subsidiary is a party is in default in any respect 
thereunder where such default would reasonably be expected to have a Material Adverse Effect.  
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i. No Material Adverse Effect. Since the date of the most recent financial statements of the Company included or 
incorporated by reference in the Registration Statement and Prospectus, there has not been (other than those noted below in this 
paragraph) (i) any Material Adverse Effect, or any development involving a prospective Material Adverse Effect, in or affecting the 
business, properties, management, condition (financial or otherwise), results of operations, or prospects of the Company and the 
Subsidiaries taken as a whole, (ii) any transaction which is material to the Company and the Subsidiaries taken as a whole, (iii) any 
obligation or liability, direct or contingent (including any off-balance sheet obligations), incurred by the Company or the Subsidiaries, 
which is material to the Company and the Subsidiaries taken as a whole, (iv) any material change in the capital stock (other than 
(A) the grant of additional options under the Company’s existing stock incentive plans, (B) changes in the number of outstanding 
shares of Common Stock of the Company due to the issuance of shares upon the exercise or conversion of securities exercisable for, 
or convertible into, Common Stock outstanding on the date hereof, (C) as a result of the issuance of Placement Shares, (D) any 
repurchases of capital stock of the Company, (E) as described in a proxy statement filed on Schedule 14A or a Registration Statement 
on Form S-4, or (F) otherwise publicly announced) or outstanding long-term indebtedness of the Company or the Subsidiaries or 
(v) any dividend or distribution of any kind declared, paid or made on the capital stock of the Company or any Subsidiary, other than 
in each case above (1) in the ordinary course of business. (2) as otherwise disclosed in the Registration Statement or Prospectus or 
(3) where such matter, item, change, or development would not make the statements in the Registration Statement or the Prospectus 
contain an untrue statement of a material fact or omit to state a material fact required to be stated therein or necessary to make the 
statements therein not misleading.  

j. Capitalization. The issued and outstanding shares of capital stock of the Company have been validly issued, are fully 
paid and non-assessable and, other than as disclosed in the Registration Statement or the Prospectus, are not subject to any preemptive 
rights, rights of first refusal or similar rights. The Company has an authorized, issued and outstanding capitalization as set forth in the 
Registration Statement and the Prospectus as of the dates referred to therein (other than (i) the grant of additional options or other 
equity awards under the Company’s existing stock incentive plans, (ii) changes in the number of outstanding shares of Common 
Stock of the Company due to the issuance of shares upon the exercise or conversion of securities exercisable for, or convertible into, 
Common Stock outstanding on the date hereof, (iii) as a result of the issuance of Placement Shares, or (iv) any repurchases of capital 
stock of the Company) and such authorized capital stock conforms in all material respects to the description thereof set forth in the 
Registration Statement and the Prospectus. The description of the Common Stock in the Registration Statement and the Prospectus is 
complete and accurate in all material respects. As of the date referred to therein, the Company did not have outstanding any options to 
purchase, or any rights or warrants to subscribe for, or any securities or obligations convertible into, or exchangeable for, or any 
contracts or commitments to issue or sell, any shares of capital stock or other securities.  

k. S-3 Eligibility. (i) At the time of filing the Registration Statement and (ii) at the time of the most recent amendment 
thereto for the purposes of complying with Section 10(a)(3) of the Securities Act (whether such amendment was by post-effective 
amendment, incorporated report filed pursuant to Section 13 or 15(d) of the Exchange Act or form of prospectus), the Company met 
the then applicable requirements for use of Form S-3 under the Securities Act, including compliance with General Instruction I.B.1 of 
Form S-3.  
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l. Authorization; Enforceability. The Company has full legal right, power and authority to enter into this Agreement and 
perform the transactions contemplated hereby. This Agreement has been duly authorized, executed and delivered by the Company 
and is a legal, valid and binding agreement of the Company enforceable against the Company in accordance with its terms, except to 
the extent that (i) enforceability may be limited by bankruptcy, insolvency, reorganization, moratorium or similar laws affecting 
creditors’ rights generally and by general equitable principles and (ii) the indemnification and contribution provisions of Section 11 
hereof may be limited by federal or state securities laws and public policy considerations in respect thereof.  

m. Authorization of Placement Shares. The Placement Shares, when issued and delivered pursuant to the terms approved 
by the board of directors of the Company or a duly authorized committee thereof, or a duly authorized executive committee, against 
payment therefor as provided herein, will be duly and validly authorized and issued and fully paid and nonassessable, free and clear 
of any pledge, lien, encumbrance, security interest or other claim (other than any pledge, lien, encumbrance, security interest or other 
claim arising from an act or omission of MLV or a purchaser), including any statutory or contractual preemptive rights, resale rights, 
rights of first refusal or other similar rights, and will be registered pursuant to Section 12 of the Exchange Act. The Placement Shares, 
when issued, will conform in all material respects to the description thereof set forth in or incorporated into the Prospectus.  

n. No Consents Required. No consent, approval, authorization, order, registration or qualification of or with any court or 
arbitrator or any governmental or regulatory authority having jurisdiction over the Company is required for the execution, delivery 
and performance by the Company of this Agreement, and the issuance and sale by the Company of the Placement Shares as 
contemplated hereby, except for the registration of the Placement Shares under the Securities Act and pursuant to the Registration 
Statement and such consents, approvals, authorizations, orders and registrations or qualifications as may be required under applicable 
state securities laws or by the by-laws and rules of the Financial Industry Regulatory Authority, Inc. (“FINRA”) or the Exchange, 
including any notices that may be required by the Exchange, in connection with the sale of the Placement Shares by MLV.  

o. No Preferential Rights. (i) No person, as such term is defined in Rule 1-02 of Regulation S-X promulgated under the 
Securities Act (each, a “Person”), has the right, contractual or otherwise, to cause the Company to issue or sell to such Person any 
Common Stock or shares of any other capital stock or other securities of the Company (other than upon the exercise of options or 
warrants to purchase Common Stock or upon the exercise of options that may be granted from time to time under the Company’s 
stock incentive plans), (ii) no Person has any preemptive rights, rights of first refusal, or any other rights (whether pursuant to a 
“poison pill” provision or otherwise) to purchase any Common Stock or shares of any other capital stock or other securities of the 
Company from the Company which have not been duly waived with respect to the offering contemplated hereby, (iii) no Person has 
the right to act as an underwriter or as a financial advisor to the Company in connection with the offer and sale of the Common Stock 
as contemplated by  
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this Agreement, and (iv) except for the resale registration rights granted to Lee’s Pharmaceutical Holdings Ltd. (“Lee’s) in the Stock 
Purchase Agreement dated October 3, 2014 between the Company and Lee’s, no Person has the right, contractual or otherwise, to 
require the Company to register under the Securities Act any Common Stock or shares of any other capital stock or other securities of 
the Company, or to include any such shares or other securities in the Registration Statement or the offering contemplated thereby, 
whether as a result of the filing or effectiveness of the Registration Statement or the sale of the Placement Shares as contemplated 
thereby or otherwise, except for such rights as have been waived or satisfied as of the date hereof.  

p. Independent Public Accountant. Mayer Hoffman McCann P.C. (the “Accountant”), whose report on the consolidated 
financial statements of the Company is filed with the Commission as part of the Company’s most recent Annual Report on Form 10-
K filed with the Commission and incorporated into the Registration Statement, are and, during the periods covered by their report, 
were independent public accountants within the meaning of the Securities Act and the Public Company Accounting Oversight Board 
(United States). To the Company’s knowledge, with due inquiry, the Accountant is not in violation of the auditor independence 
requirements of the Sarbanes-Oxley Act of 2002 (the “Sarbanes-Oxley Act”) with respect to the Company.  

q. Enforceability of Agreements. All agreements between the Company and third parties expressly referenced in the 
Prospectus, other than such agreements that have expired by their terms or whose termination is disclosed in documents filed by the 
Company on EDGAR, are legal, valid and binding obligations of the Company enforceable against the Company in accordance with 
their respective terms, except to the extent that (i) enforceability may be limited by bankruptcy, insolvency, reorganization, 
moratorium or similar laws affecting creditors’ rights generally and by general equitable principles and (ii) the indemnification 
provisions of certain agreements may be limited by federal or state securities laws or public policy considerations in respect thereof, 
and except for any unenforceability that, individually or in the aggregate, would not reasonably be expected to have a Material 
Adverse Effect.  

r. No Litigation. There are no legal, governmental or regulatory actions, suits or proceedings pending, nor, to the 
Company’s knowledge, any legal, governmental or regulatory investigations, to which the Company or a Subsidiary is a party or to 
which any property of the Company or any Subsidiary is the subject that, individually or in the aggregate, if determined adversely to 
the Company or any Subsidiary, would reasonably be expected to have a Material Adverse Effect or materially and adversely affect 
the ability of the Company to perform its obligations under this Agreement; to the Company’s knowledge, no such actions, suits or 
proceedings are threatened or contemplated by any governmental or regulatory authority or threatened by others that, individually or 
in the aggregate, if determined adversely to the Company or any Subsidiary, would reasonably be expected to have a Material 
Adverse Effect; and (i) there are no current or pending legal, governmental or regulatory actions, suits or proceedings or, to the 
knowledge of the Company, investigations that are required under the Securities Act to be described in the Prospectus that are not 
described in the Prospectus including any Incorporated Document, and (ii) there are no contracts or other documents that are required 
under the Securities Act to be filed as exhibits to the Registration Statement that are not so filed.  
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s. Licenses and Permits. The Company and the Subsidiaries possess or have obtained, all licenses, certificates, consents, 
orders, approvals, permits and other authorizations issued by, and have made all declarations and filings with, the appropriate federal, 
state, local or foreign governmental or regulatory authorities that are necessary for the ownership or lease of their respective 
properties or the conduct of their respective businesses as described in the Registration Statement and the Prospectus (the “Permits”), 
except where the failure to possess, obtain or make the same would not, individually or in the aggregate, reasonably be expected to 
have a Material Adverse Effect. Neither the Company nor any Subsidiary has received written notice of any proceeding relating to 
revocation or modification of any such Permit or has any reason to believe that such Permit will not be renewed in the ordinary 
course, except where the revocation, modification or failure to obtain the renewal of any such Permit would not, individually or in the 
aggregate, reasonably be expected to have a Material Adverse Effect.  

t. No Material Defaults. Neither the Company nor any Subsidiary has defaulted on any installment on indebtedness for 
borrowed money or on any rental on one or more long-term leases, which defaults, individually or in the aggregate, would reasonably 
be expected to have a Material Adverse Effect. The Company has not filed a report pursuant to Section 13(a) or 15(d) of the 
Exchange Act since the filing of its last Annual Report on Form 10-K, indicating that it (i) has failed to pay any dividend or sinking 
fund installment on preferred stock or (ii) has defaulted on any installment on indebtedness for borrowed money or on any rental on 
one or more long-term leases, which defaults, individually or in the aggregate, would reasonably be expected to have a Material 
Adverse Effect.  

u. Certain Market Activities. Neither the Company, nor any Subsidiary, nor to the Company’s knowledge, any of their 
respective directors, officers or controlling persons has taken, directly or indirectly, any action designed, or that has constituted or 
would reasonably be expected to cause or result in, under the Exchange Act or otherwise, the stabilization or manipulation of the 
price of any security of the Company to facilitate the sale or resale of the Placement Shares.  

v. Broker/Dealer Relationships. Neither the Company nor any Subsidiary or any related entities (i) is required to register as 
a “broker” or “dealer” in accordance with the provisions of the Exchange Act or (ii) directly or indirectly through one or more 
intermediaries, controls or is a “person associated with a member” or “associated person of a member” (within the meaning set forth 
in the FINRA Manual).  

w. No Reliance. The Company has not relied upon MLV or legal counsel for MLV for any legal, tax or accounting advice 
in connection with the offering and sale of the Placement Shares.  

x. Taxes. The Company and the Subsidiaries have filed all federal, state, local and foreign tax returns which have been 
required to be filed and paid all taxes shown thereon through the date hereof, to the extent that such taxes have become due and are 
not being contested in good faith, except where the failure to do so would not reasonably be expected to have a Material Adverse 
Effect. Except as otherwise disclosed in or contemplated by the Registration Statement or the Prospectus, no tax deficiency has been  
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determined adversely to the Company or any Subsidiary which has had, or would reasonably be expected to have, individually or in 
the aggregate, a Material Adverse Effect. The Company has no knowledge of any federal, state or other governmental tax deficiency, 
penalty or assessment which has been or might be asserted or threatened against it which would reasonably be expected to have a 
Material Adverse Effect.  

y. Title to Real and Personal Property. The Company and the Subsidiaries have good and valid title in fee simple to all 
items of real property and good and valid title to all personal property described in the Registration Statement or Prospectus as being 
owned by them that are material to the businesses of the Company or such Subsidiary, in each case free and clear of all liens, 
encumbrances and claims, except those that (i) do not materially interfere with the use made and proposed to be made of such 
property by the Company and the Subsidiaries or (ii) would not reasonably be expected, individually or in the aggregate, to have a 
Material Adverse Effect. Any real property described in the Registration Statement or Prospectus as being leased by the Company and 
the Subsidiaries is held by them under valid, existing and enforceable leases, except those that (A) do not materially interfere with the 
use made or proposed to be made of such property by the Company or the Subsidiaries or (B) would not be reasonably expected, 
individually or in the aggregate, to have a Material Adverse Effect.  

z. Intellectual Property. The Company and the Subsidiaries own or possess adequate enforceable rights to use all patents, 
patent applications, trademarks (both registered and unregistered), service marks, trade names, trademark registrations, service mark 
registrations, copyrights, licenses and know-how (including trade secrets and other unpatented and/or unpatentable proprietary or 
confidential information, systems or procedures) (collectively, the “Intellectual Property”), necessary for the conduct of their 
respective businesses as conducted as of the date hereof, except to the extent that the failure to own or possess adequate rights to use 
such Intellectual Property would not, individually or in the aggregate, reasonably be expected to have a Material Adverse Effect; the 
Company and the Subsidiaries have not received any written notice of any claim of infringement or conflict which asserted 
Intellectual Property rights of others, which infringement or conflict, if the subject of an unfavorable decision, would reasonably be 
expected to result in a Material Adverse Effect; there are no pending, or to the Company’s knowledge, threatened judicial proceedings 
or interference proceedings against the Company or its Subsidiaries challenging the Company’s or any of its Subsidiary’s rights in or 
to or the validity of the scope of any of the Company’s or any Subsidiary’s patents, patent applications or proprietary information, 
except for such right or claim that would not, individually or in the aggregate, reasonably be expected to result in a Material Adverse 
Effect; to the Company’s knowledge no other entity or individual has any right or claim in any of the Company’s or any of its 
Subsidiary’s patents, patent applications or any patent to be issued therefrom by virtue of any contract, license or other agreement 
entered into between such entity or individual and the Company or any Subsidiary or by any non-contractual obligation, other than by 
written licenses granted by the Company or any Subsidiary, except for such right or claim that would not, individually or in the 
aggregate, reasonably be expected to result in a Material Adverse Effect; the Company and the Subsidiaries have not received any 
written notice of any claim challenging the rights of the Company or its Subsidiaries in or to any Intellectual Property owned, licensed 
or optioned by the Company or any Subsidiary which claim, if the subject of an unfavorable decision would reasonably be expected 
to result in a Material Adverse Effect.  
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aa. Environmental Laws. The Company and the Subsidiaries (i) are in compliance with any and all applicable federal, state, 
local and foreign laws, rules, regulations, decisions and orders relating to the protection of human health and safety, the environment 
or hazardous or toxic substances or wastes, pollutants or contaminants (collectively, “Environmental Laws”); (ii) have received and 
are in compliance with all permits, licenses or other approvals required of them under applicable Environmental Laws to conduct their 
respective businesses as described in the Registration Statement and the Prospectus; and (iii) have not received notice of any actual or 
potential liability for the investigation or remediation of any disposal or release of hazardous or toxic substances or wastes, pollutants 
or contaminants, except, in the case of any of clauses (i), (ii) or (iii) above, for any such failure to comply or failure to receive 
required permits, licenses, other approvals or liability as would not, individually or in the aggregate, reasonably be expected to have a 
Material Adverse Effect.  

bb. Disclosure Controls. The Company maintains systems of internal accounting controls designed to provide reasonable 
assurance that (i) transactions are executed in accordance with management’s general or specific authorizations; (ii) transactions are 
recorded as necessary to permit preparation of financial statements in conformity with GAAP and to maintain asset accountability; 
(iii) access to assets is permitted only in accordance with management’s general or specific authorization; and (iv) the recorded 
accountability for assets is compared with the existing assets at reasonable intervals and appropriate action is taken with respect to 
any differences. The Company is not aware of any material weaknesses in its internal control over financial reporting. Since the date 
of the latest audited financial statements of the Company included in the Prospectus, there has been no change in the Company’s 
internal control over financial reporting that has materially affected, or is reasonably likely to materially affect, the Company’s 
internal control over financial reporting. The Company has established disclosure controls and procedures (as defined in Exchange 
Act Rules 13a-15 and 15d-15) for the Company and designed such disclosure controls and procedures to ensure that material 
information relating to the Company and the Subsidiaries is made known to the certifying officers by others within those entities, 
particularly during the period in which the Company’s Annual Report on Form 10-K or Quarterly Report on Form 10-Q, as the case 
may be, is being prepared. The Company’s certifying officers have evaluated the effectiveness of the Company’s controls and 
procedures as of a date within 90 days prior to the filing date of the Form 10-K for the fiscal year most recently ended (such date, the 
“Evaluation Date”). The Company presented in its Form 10-K for the fiscal year most recently ended the conclusions of the certifying 
officers about the effectiveness of the disclosure controls and procedures based on their evaluations as of the most recent Evaluation 
Date. Since the most recent Evaluation Date, there have been no significant changes in the Company’s internal controls (as such term 
is defined in Item 307(b) of Regulation S-K under the Securities Act) or, to the Company’s knowledge, in other factors that could 
significantly adversely affect the Company’s internal controls. To the knowledge of the Company, the Company’s “internal controls 
over financial reporting” and “disclosure controls and procedures” are effective.  
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cc. Sarbanes-Oxley Act. There is and has been no failure on the part of the Company or, to the knowledge of the Company, 
any of the Company’s directors or officers, in their capacities as such, to comply with any applicable provisions of the Sarbanes-
Oxley Act and the rules and regulations promulgated thereunder. Each of the principal executive officer and the principal financial 
officer of the Company (or each former principal executive officer of the Company and each former principal financial officer of the 
Company as applicable) has made all certifications required by Sections 302 and 906 of the Sarbanes-Oxley Act with respect to all 
reports, schedules, forms, statements and other documents required to be filed by it or furnished by it to the Commission during the 
past 12 months. For purposes of the preceding sentence, “principal executive officer” and “principal financial officer” shall have the 
meanings given to such terms in the Exchange Act Rules 13a-15 and 15d-15.  

dd. Finder’s Fees. Neither the Company nor any Subsidiary has incurred any liability for any finder’s fees, brokerage 
commissions or similar payments in connection with the transactions herein contemplated, except as may otherwise exist with respect 
to MLV pursuant to this Agreement.  

ee. Labor Disputes. No labor disturbance by or dispute with employees of the Company or any Subsidiary exists or, to the 
knowledge of the Company, is threatened which would reasonably be expected to result in a Material Adverse Effect.  

ff. Investment Company Act. Neither the Company nor any Subsidiary is or, after giving effect to the offering and sale of 
the Placement Shares, will be an “investment company” or an entity “controlled” by an “investment company,” as such terms are 
defined in the Investment Company Act of 1940, as amended (the “Investment Company Act”).  

gg. Operations. The operations of the Company and the Subsidiaries are and have been conducted at all times in 
compliance with applicable financial record keeping and reporting requirements of the Currency and Foreign Transactions Reporting 
Act of 1970, as amended, the money laundering statutes of all jurisdictions to which the Company or the Subsidiaries are subject, the 
rules and regulations thereunder and any related or similar rules, regulations or guidelines, issued, administered or enforced by any 
governmental agency (collectively, the “Money Laundering Laws”), except as would not reasonably be expected to result in a 
Material Adverse Effect; and no action, suit or proceeding by or before any court or governmental agency having jurisdiction over the 
Company, authority or body or any arbitrator involving the Company or any Subsidiary with respect to the Money Laundering Laws 
is pending or, to the knowledge of the Company, threatened.  

hh. Off-Balance Sheet Arrangements. There are no transactions, arrangements and other relationships between and/or 
among the Company, and/or, to the knowledge of the Company, any of its affiliates and any unconsolidated entity, including, but not 
limited to, any structured finance, special purpose or limited purpose entity (each, an “Off Balance Sheet Transaction”) that would 
reasonably be expected to affect materially the Company’s liquidity or the availability of or requirements for its capital resources, 
including those Off Balance Sheet Transactions described in the Commission’s Statement about Management’s Discussion and 
Analysis of Financial Conditions and Results of Operations (Release Nos. 33-8056; 34-45321; FR-61), required to be described in the 
Registration Statement or the Prospectus which have not been described as required.  
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ii. Underwriter Agreements. The Company is not a party to any agreement with an agent or underwriter for any other “at 
the market” or continuous equity transaction.  

jj. ERISA. To the knowledge of the Company, (i) each material employee benefit plan, within the meaning of Section 3(3) 
of the Employee Retirement Income Security Act of 1974, as amended (“ERISA”), that is maintained, administered or contributed to 
by the Company or any of its affiliates for employees or former employees of the Company and the Subsidiaries has been maintained 
in material compliance with its terms and the requirements of any applicable statutes, orders, rules and regulations, including but not 
limited to ERISA and the Internal Revenue Code of 1986, as amended (the “Code”); (ii) no prohibited transaction, within the meaning 
of Section 406 of ERISA or Section 4975 of the Code, has occurred with respect to any such plan excluding transactions effected 
pursuant to a statutory or administrative exemption; and (iii) for each such plan that is subject to the funding rules of Section 412 of 
the Code or Section 302 of ERISA, no “accumulated funding deficiency” as defined in Section 412 of the Code has been incurred, 
whether or not waived, and the fair market value of the assets of each such plan (excluding for these purposes accrued but unpaid 
contributions) equals or exceeds the present value of all benefits accrued under such plan determined using reasonable actuarial 
assumptions other than, in the case of (i), (ii) and (iii) above, as would not reasonably be expected to have a Material Adverse Effect.  

kk. Forward-Looking Statements. No forward-looking statement (within the meaning of Section 27A of the Securities Act 
and Section 21E of the Exchange Act) (a “Forward-Looking Statement”) contained in the Registration Statement and the Prospectus 
has been made or reaffirmed without a reasonable basis or has been disclosed other than in good faith. The Forward-Looking 
Statements incorporated by reference in the Registration Statement and the Prospectus from the Company’s Annual Report on Form 
10-K for the fiscal year most recently ended (i) except for any Forward-Looking Statement included in any financial statements and 
notes thereto, are within the coverage of the safe harbor for forward looking statements set forth in Section 27A of the Securities Act, 
Rule 175(b) under the Securities Act or Rule 3b-6 under the Exchange Act, as applicable, (ii) were made by the Company with a 
reasonable basis and in good faith and reflect the Company’s good faith commercially reasonable best estimate of the matters 
described therein as of the respective dates on which such statements were made, and (iii) have been prepared in accordance with 
Item 10 of Regulation S-K under the Securities Act.  

ll. Margin Rules. Neither the issuance, sale and delivery of the Placement Shares nor the application of the proceeds thereof
by the Company as described in the Registration Statement and the Prospectus will violate Regulation T, U or X of the Board of 
Governors of the Federal Reserve System.  

mm. Insurance. The Company and the Subsidiaries carry, or are covered by, insurance in such amounts and covering such 
risks as the Company and the Subsidiaries reasonably believe are adequate for the conduct of their business and as is customary for 
companies of similar size engaged in similar businesses in similar industries.  

nn. No Improper Practices. (i) Neither the Company nor the Subsidiaries, nor to the Company’s knowledge, any of their 
respective executive officers has, in the past five years, made any unlawful contributions to any candidate for any political office (or 
failed fully to disclose any contribution in violation of law) or made any contribution or  
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other payment to any official of, or candidate for, any federal, state, municipal, or foreign office or other person charged with similar 
public or quasi-public duty in violation of any law or of the character required to be disclosed in the Prospectus; (ii) no relationship, 
direct or indirect, exists between or among the Company or, to the Company’s knowledge, the Subsidiaries or any affiliate of any of 
them, on the one hand, and the directors, officers and stockholders of the Company or, the Subsidiaries, on the other hand, that is 
required by the Securities Act to be described in the Registration Statement and the Prospectus that is not so described; (iii) no 
relationship, direct or indirect, exists between or among the Company or, to the Company’s knowledge, the Subsidiaries or any 
affiliate of them, on the one hand, and the directors, officers, stockholders or directors of the Company or, the Subsidiaries, on the 
other hand, that is required by the rules of FINRA to be described in the Registration Statement and the Prospectus that is not so 
described; (iv) there are no material outstanding loans or advances or material guarantees of indebtedness by the Company or, to the 
Company’s knowledge, the Subsidiaries to or for the benefit of any of their respective officers or directors or any of the members of 
the families of any of them; and (v) the Company has not offered, or caused any placement agent to offer, Common Stock to any 
person with the intent to influence unlawfully (A) a customer or supplier of the Company or the Subsidiaries to alter the customer’s or 
supplier’s level or type of business with the Company or the Subsidiaries or (B) a trade journalist or publication to write or publish 
favorable information about the Company or the Subsidiaries or any of their respective products or services, and, (vi) neither the 
Company nor the Subsidiaries nor, to the Company’s knowledge, any employee or agent of the Company or the Subsidiaries has 
made any payment of funds of the Company or the Subsidiaries or received or retained any funds in violation of any law, rule or 
regulation (including, without limitation, the Foreign Corrupt Practices Act of 1977), which payment, receipt or retention of funds is 
of a character required to be disclosed in the Registration Statement or the Prospectus.  

oo. Intentionally omitted.  

pp. No Misstatement or Omission in an Issuer Free Writing Prospectus. Each Issuer Free Writing Prospectus, as of its issue 
date and as of each Applicable Time (as defined in Section 25 below), did not, does not and will not include any information that 
conflicted, conflicts or will conflict with the information contained in the Registration Statement or the Prospectus, including any 
incorporated document deemed to be a part thereof that has not been superseded or modified. The foregoing sentence does not apply 
to statements in or omissions from any Issuer Free Writing Prospectus based upon and in conformity with written information 
furnished to the Company by MLV specifically for use therein.  

qq. No Conflicts. Neither the execution of this Agreement, nor the issuance, offering or sale of the Placement Shares, nor 
the consummation of any of the transactions contemplated herein, nor the compliance by the Company with the terms and provisions 
hereof will conflict with, or will result in a breach of, any of the terms and provisions of, or has constituted or will constitute a default 
under, or has resulted in or will result in the creation or imposition of any lien, charge or encumbrance upon any property or assets of 
the Company pursuant to the terms of any contract or other agreement to which  
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the Company may be bound or to which any of the property or assets of the Company is subject, except (i) such conflicts, breaches or 
defaults as may have been waived and (ii) such conflicts, breaches and defaults that would not reasonably be expected to have a 
Material Adverse Effect; nor will such action result (x) in any violation of the provisions of the organizational or governing 
documents of the Company, or (y) in any material violation of the provisions of any statute or any order, rule or regulation applicable 
to the Company or of any court or of any federal, state or other regulatory authority or other government body having jurisdiction 
over the Company, except where such violation would not reasonably be expected to have a Material Adverse Effect.  

rr. Compliance with Applicable Laws. The Company and the Subsidiaries: (A) are and at all times have been in material 
compliance with all statutes, rules and regulations applicable to the ownership, testing, development, manufacture, packaging, 
processing, use, distribution, marketing, labeling, promotion, sale, offer for sale, storage, import, export or disposal of any product 
under development, manufactured or distributed by the Company or the Subsidiaries (“Applicable Laws”), (b) have not received any 
Form 483 from the FDA, notice of adverse finding, warning letter, or other written correspondence or notice from the FDA, the 
European Medicines Agency (the “EMA”), or any other federal, state, local or foreign governmental or regulatory authority alleging 
or asserting material noncompliance with any Applicable Laws or any licenses, certificates, approvals, clearances, authorizations, 
permits and supplements or amendments thereto required by any such Applicable Laws (“Authorizations”), which would, 
individually or in the aggregate, reasonably be expected to result in a Material Adverse Effect; (C) possess all material 
Authorizations, and such Authorizations are valid and in full force and effect and neither the Company nor the Subsidiaries is in 
material violation of any term of any such Authorizations; (D) have not received written notice of any claim, action, suit, proceeding, 
hearing, enforcement, investigation, arbitration or other action from the FDA, the EMA, or any other federal, state, local or foreign 
governmental or regulatory authority or third party alleging that any Company product, operation or activity is in material violation of 
any Applicable Laws or Authorizations and has no knowledge that the FDA, the EMA, or any other federal, state, local or foreign 
governmental or regulatory authority or third party is considering any such claim, litigation, arbitration, action, suit, investigation or 
proceeding against the Company; (E) have not received notice that the FDA, EMA, or any other federal, state, local or foreign 
governmental or regulatory authority has taken, is taking or intends to take action to limit, suspend, modify or revoke any material 
Authorizations and has no knowledge that the FDA, EMA, or any other federal, state, local or foreign governmental or regulatory 
authority is considering such action; and (F) have filed, obtained, maintained or submitted all reports, documents, forms, notices, 
applications, records, claims, submissions and supplements or amendments as required by any Applicable Laws or Authorizations, 
except where the failure to file such reports, documents, forms, notices, applications, records, claims, submissions and supplements or 
amendments would not result in a Material Adverse Effect, and that all such reports, documents, forms, notices, applications, records, 
claims, submissions and supplements or amendments were materially complete and correct on the date filed (or were corrected or 
supplemented by a subsequent submission).  
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ss. Clinical Studies. All animal and other preclinical studies and clinical trials conducted by the Company or on behalf of 
the Company were, and, if still pending are, to the Company’s knowledge, being conducted in all material respects in compliance 
with all Applicable Laws and in accordance with experimental protocols, procedures and controls generally used by qualified experts 
in the preclinical study and clinical trials of new drugs and biologics as applied to comparable products to those being developed by 
the Company, except where such noncompliance would not reasonably be expected to have a Material Adverse Effect; the 
descriptions of the results of such preclinical studies and clinical trials contained in the Registration Statement and the Prospectus are 
accurate in all material respects, and the Company has no knowledge of any other clinical trials or preclinical studies, the results of 
which reasonably call into question the clinical trial or preclinical study results described or referred to in the Registration Statement 
and the Prospectus when viewed in the context in which such results are described; and the Company has not received any written 
notices or correspondence from the FDA, the EMA, or any other domestic or foreign governmental agency requiring the termination 
or suspension of any preclinical studies or clinical trials conducted by or on behalf of the Company that are described in the 
Registration Statement and the Prospectus or the results of which are referred to in the Registration Statement and the Prospectus.  

tt. Compliance Program. The Company has established and administers a compliance program applicable to the Company, 
to assist the Company and the directors, officers and employees of the Company in complying with applicable regulatory guidelines 
(including, without limitation, those administered by the FDA, the EMA, and any other foreign, federal, state or local governmental 
or regulatory authority having jurisdiction over the Company and performing functions similar to those performed by the FDA or 
EMA); except where such noncompliance would not reasonably be expected to have a Material Adverse Effect.  

uu. OFAC.  

(i) Neither the Company nor any Subsidiary (collectively, the “Entity”) or to the Company’s knowledge any director, officer, 
employee, agent, affiliate or representative of the Entity, is a government, individual, or entity (in this paragraph (uu), “Person”) that 
is, or is owned or controlled by a Person that is:  

(a) the subject of any sanctions administered or enforced by the U.S. Department of Treasury’s Office of Foreign Assets 
Control (“OFAC”), the United Nations Security Council (“UNSC”), the European Union (“EU”), Her Majesty’s Treasury 
(“HMT”), or other relevant sanctions authority (collectively, “Sanctions”), nor  

(b) located, organized or resident in a country or territory that is the subject of Sanctions (including, without limitation, 
Burma/Myanmar, Cuba, Iran, North Korea, Sudan and Syria).  

(ii) The Entity represents and covenants that it will not, directly or indirectly, knowingly use the proceeds of the offering, or 
lend, contribute or otherwise make available such proceeds to any subsidiary, joint venture partner or other Person:  
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(a) to fund or facilitate any activities or business of or with any Person or in any country or territory that, at the time 
of such funding or facilitation, is the subject of Sanctions; or  

(b) in any other manner that will result in a violation of Sanctions by any Person (including any Person participating 
in the offering, whether as underwriter, advisor, investor or otherwise).  

(iii) The Entity represents and covenants that, except as detailed in the Prospectus, for the past 5 years, it has not 
knowingly engaged in, is not now knowingly engaged in, and will not knowingly engage in, any dealings or transactions with 
any Person, or in any country or territory, that at the time of the dealing or transaction is or was the subject of Sanctions.  

vv. Stock Transfer Taxes. On each Settlement Date, all stock transfer or other taxes (other than income taxes) which are 
required to be paid in connection with the sale and transfer of the Placement Shares to be sold hereunder will be, or will have been, 
fully paid or provided for by the Company and all laws imposing such taxes will be or will have been fully complied with by the 
Company in all material respects.  

Any certificate signed by an officer of the Company and delivered to MLV or to counsel for MLV pursuant to or in 
connection with this Agreement shall be deemed to be a representation and warranty by the Company, as applicable, to MLV as to the 
matters set forth therein.  

7. Covenants of the Company. The Company covenants and agrees with MLV that:  

a. Registration Statement Amendments. After the date of this Agreement and during any period in which a prospectus 
relating to any Placement Shares is required to be delivered by MLV under the Securities Act (including in circumstances where such 
requirement may be satisfied pursuant to Rule 172 under the Securities Act) (the “Prospectus Delivery Period”) (i) the Company will 
notify MLV promptly of the time when any subsequent amendment to the Registration Statement, other than documents incorporated 
by reference or amendments not related to any Placement, has been filed with the Commission and/or has become effective or any 
subsequent supplement to the Prospectus, other than documents incorporated by reference, has been filed and of any request by the 
Commission for any amendment or supplement to the Registration Statement or Prospectus related to the Placement or for additional 
information related to the Placement, (ii) the Company will prepare and file with the Commission, promptly upon MLV’s request, any 
amendments or supplements to the Registration Statement or Prospectus that, in MLV’s reasonable opinion, may be necessary or 
advisable in connection with the distribution of the Placement Shares by MLV (provided, however, that the failure of MLV to make 
such request shall not relieve the Company of any obligation or liability hereunder, or affect MLV’s right to rely on the 
representations and warranties made by the Company in this Agreement and provided, further, that the only remedy MLV shall have 
with respect to the failure to make such filing shall be to cease making sales  
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under this Agreement until such amendment or supplement is filed); and (iii) the Company will cause each amendment or supplement 
to the Prospectus to be filed with the Commission as required pursuant to the applicable paragraph of Rule 424(b) of the Securities 
Act or, in the case of any document to be incorporated therein by reference, to be filed with the Commission as required pursuant to 
the Exchange Act, within the time period prescribed (the determination to file or not file any amendment or supplement with the 
Commission under this Section 7(a), based on the Company’s reasonable opinion or reasonable objections, shall be made exclusively 
by the Company). Notwithstanding the foregoing, the Company will not file any amendment or supplement to the Registration 
Statement or Prospectus, other than documents incorporated by reference, relating to the Placement Shares or a security convertible 
into the Placement Shares unless a copy thereof has been submitted to MLV within a reasonable period of time before the filing and 
MLV has not reasonably and in good faith objected thereto (provided, however, that (A) the failure of MLV to make such objection 
shall not relieve the Company of any obligation or liability hereunder, or affect MLV’s right to rely on the representations and 
warranties made by the Company in this Agreement and (B) the Company has no obligation to provide MLV any advance copy of 
such filing or to provide MLV an opportunity to object to such filing if the filing does not name MLV or does not relate to the 
transaction herein provided; and provided, further, that the only remedy MLV shall have with respect to the failure by the Company 
to obtain such consent shall be to cease making sales under this Agreement) and the Company will furnish to MLV at the time of 
filing thereof a copy of any document that upon filing is deemed to be incorporated by reference into the Registration Statement or 
Prospectus, except for those documents available via EDGAR.  

b. Notice of Commission Stop Orders. The Company will advise MLV, promptly after it receives notice or obtains 
knowledge thereof, of the issuance or threatened issuance by the Commission of any stop order suspending the effectiveness of the 
Registration Statement, of the suspension of the qualification of the Placement Shares for offering or sale in any jurisdiction, or of the 
initiation or threatening of any proceeding for any such purpose; and it will promptly use its commercially reasonable efforts to 
prevent the issuance of any stop order or to obtain its withdrawal if such a stop order should be issued. The Company will advise 
MLV promptly after it receives any request by the Commission for any amendments to the Registration Statement or any amendment 
or supplements to the Prospectus or any Issuer Free Writing Prospectus or for additional information related to the offering of the 
Placement Shares or for additional information related to the Registration Statement, the Prospectus or any Issuer Free Writing 
Prospectus.  

c. Delivery of Prospectus; Subsequent Changes. During the Prospectus Delivery Period, the Company will use its 
commercially reasonable efforts to comply in all material respects with all requirements imposed upon it by the Securities Act, as 
from time to time in force, and to file on or before their respective due dates all reports and any definitive proxy or information 
statements required to be filed by the Company with the Commission pursuant to Sections 13(a), 13(c), 14, 15(d) or any other 
provision of or under the Exchange Act. If the Company has omitted any information from the Registration Statement pursuant to 
Rule 430A under the Securities Act, it will use its commercially reasonable efforts to comply with the provisions of and make all 
requisite filings with the Commission pursuant to said Rule 430A and to notify MLV promptly of all  
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such filings. If during the Prospectus Delivery Period any event occurs as a result of which the Prospectus as then amended or 
supplemented would include an untrue statement of a material fact or omit to state a material fact necessary to make the statements 
therein, in the light of the circumstances then existing, not misleading, or if during such Prospectus Delivery Period it is necessary to 
amend or supplement the Registration Statement or Prospectus to comply with the Securities Act, the Company will promptly notify 
MLV to suspend the offering of Placement Shares during such period and the Company will promptly amend or supplement the 
Registration Statement or Prospectus (at the expense of the Company) so as to correct such statement or omission or effect such 
compliance; provided, however, that the Company may delay the filing of any amendment or supplement, if in the judgment of the 
Company, it is in the best interest of the Company to do so.  

d. Listing of Placement Shares. During the Prospectus Delivery Period, the Company will use its commercially reasonable 
efforts to cause the Placement Shares to be listed on the Exchange and to qualify the Placement Shares for sale under the securities 
laws of such jurisdictions in the United States as MLV reasonably designates and to continue such qualifications in effect so long as 
required for the distribution of the Placement Shares; provided, however, that the Company shall not be required in connection 
therewith to qualify as a foreign corporation or dealer in securities or file a general consent to service of process in any jurisdiction.  

e. Delivery of Registration Statement and Prospectus. The Company will furnish to MLV and its counsel (at the reasonable 
expense of the Company) copies of the Registration Statement, the Prospectus (including all documents incorporated by reference 
therein) and all amendments and supplements to the Registration Statement or Prospectus that are filed with the Commission during 
the Prospectus Delivery Period (including all documents filed with the Commission during such period that are deemed to be 
incorporated by reference therein), in each case as soon as reasonably practicable and in such quantities as MLV may from time to 
time reasonably request and, at MLV’s request, will also furnish copies of the Prospectus to each exchange or market on which sales 
of the Placement Shares may be made; provided, however, that the Company shall not be required to furnish any document (other 
than the Prospectus) to MLV to the extent such document is available on EDGAR.  

f. Earnings Statement. The Company will make generally available to its security holders as soon as practicable, but in any 
event not later than 15 months after the end of the Company’s current fiscal quarter, an earnings statement covering a 12-month 
period that satisfies the provisions of Section 11(a) and Rule 158 of the Securities Act.  

g. Use of Proceeds. The Company will use the Net Proceeds as described in the Prospectus in the section entitled “Use of 
Proceeds.”  

h. Notice of Other Sales. Without the prior written consent of MLV, the Company will not, directly or indirectly, offer to 
sell, sell, contract to sell, grant any option to sell or otherwise dispose of any Common Stock (other than the Placement Shares offered 
pursuant to this Agreement) or securities convertible into or exchangeable for Common Stock, warrants or any rights to purchase or 
acquire, Common Stock during the  
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period beginning on the date on which any Placement Notice is delivered to MLV hereunder and ending on the third (3rd) Trading 
Day immediately following the final Settlement Date with respect to Placement Shares sold pursuant to such Placement Notice (or, if 
the Placement Notice has been terminated or suspended prior to the sale of all Placement Shares covered by a Placement Notice, the 
date of such suspension or termination); and will not directly or indirectly in any other “at the market” or continuous equity 
transaction offer to sell, sell, contract to sell, grant any option to sell or otherwise dispose of any Common Stock (other than the 
Placement Shares offered pursuant to this Agreement) or securities convertible into or exchangeable for Common Stock, warrants or 
any rights to purchase or acquire, Common Stock prior to the termination of this Agreement; provided, however, that such restrictions 
will not be required in connection with the Company’s issuance or sale of (i) Common Stock, options to purchase Common Stock or 
Common Stock issuable upon the exercise of options, pursuant to any employee or director stock incentive or benefits plan, stock 
ownership plan or dividend reinvestment plan (but not Common Stock subject to a waiver to exceed plan limits in its dividend 
reinvestment plan) of the Company whether now in effect or hereafter implemented; (ii) Common Stock issuable upon conversion of 
securities or the exercise of warrants, options or other rights in effect or outstanding, and disclosed in filings by the Company 
available on EDGAR or otherwise in writing to MLV, and (iii) Common Stock, or securities convertible into or exercisable for 
Common Stock, offered and sold in a privately negotiated transaction to vendors, customers, strategic partners or potential strategic 
partners or other investors conducted in a manner so as not to be integrated with the offering of Common Stock hereby.  

i. Change of Circumstances. The Company will, at any time during the pendency of a Placement Notice advise MLV 
promptly after it shall have received notice or obtained knowledge thereof, of any information or fact that would alter or affect in any 
material respect any opinion, certificate, letter or other document required to be provided to MLV pursuant to this Agreement.  

j. Due Diligence Cooperation. During the term of this Agreement, the Company will cooperate with any reasonable due 
diligence review conducted by MLV or its representatives in connection with the transactions contemplated hereby, including, 
without limitation, providing information and making available documents and senior corporate officers, during regular business 
hours and at the Company’s principal offices, as MLV may reasonably request.  

k. Required Filings Relating to Placement of Placement Shares. The Company agrees that on such dates as the Securities 
Act shall require, the Company will (i) file a prospectus supplement with the Commission under the applicable paragraph of Rule 424
(b) under the Securities Act (each and every filing under Rule 424(b), a “Filing Date”), which prospectus supplement will set forth, 
within the relevant period, the amount of Placement Shares sold through MLV, the Net Proceeds to the Company and the 
compensation payable by the Company to MLV with respect to such Placement Shares (provided that the Company may satisfy its 
obligations under this Section 7(k)(i) by effecting a filing in accordance with the Exchange Act with respect to such information), and 
(ii) deliver such number of copies of each such prospectus supplement to each exchange or market on which such sales were effected 
as may be required by the rules or regulations of such exchange or market.  
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l. Representation Dates; Certificate. Each time during the term of this Agreement that the Company:  

(i) amends or supplements (other than a prospectus supplement relating solely to an offering of securities other than the 
Placement Shares) the Registration Statement or the Prospectus relating to the Placement Shares by means of a post-effective 
amendment, sticker, or supplement but not by means of incorporation of documents by reference into the Registration Statement or 
the Prospectus relating to the Placement Shares;  

(ii) files an annual report on Form 10-K under the Exchange Act (including any Form 10-K/A containing amended financial 
information or a material amendment to the previously filed Form 10-K);  

(iii) files its quarterly reports on Form 10-Q under the Exchange Act; or  

(iv) files a current report on Form 8-K containing amended financial information (other than information “furnished” pursuant to 
Items 2.02 or 7.01 of Form 8-K or to provide disclosure pursuant to Item 8.01 of Form 8-K relating to the reclassification of certain 
properties as discontinued operations in accordance with Statement of Financial Accounting Standards No. 144) under the Exchange 
Act;  

(Each date of filing of one or more of the documents referred to in clauses (i) through (iv) shall be a “Representation Date.”)  

the Company shall furnish MLV (but in the case of clause (iv) above only if MLV reasonably determines that the information 
contained in such Form 8-K is material) with a certificate, in the form attached hereto as Exhibit 7(1). The requirement to provide a 
certificate under this Section 7(1) shall be waived for any Representation Date occurring at a time at which no Placement Notice is 
pending, which waiver shall continue until the earlier to occur of the date the Company delivers a Placement Notice hereunder (which 
for such calendar quarter shall be considered a Representation Date) and the next occurring Representation Date on which the 
Company files its annual report on Form 10-K. Notwithstanding the foregoing, (i) upon the delivery of the first Placement Notice 
hereunder and (ii) if the Company subsequently decides to sell Placement Shares following a Representation Date when the Company 
relied on such waiver and did not provide MLV with a certificate under this Section 7(1), then before MLV sells any Placement 
Shares, the Company shall provide MLV with a certificate, in the form attached hereto as Exhibit 7(1), dated the date of the 
Placement Notice.  

m. Legal Opinion. On or prior to the date of the first Placement Notice given hereunder the Company shall cause to be 
furnished to MLV written opinions and a negative assurance letter of Sichenzia Ross Friedman Ference LLP (“Company Counsel”), 
or other counsel reasonably satisfactory to MLV. Thereafter, within five (5) Trading Days of each Representation Date with respect to 
which the Company is obligated to deliver a certificate in the form attached hereto as Exhibit 7(l) for which no waiver is applicable, 
and not more than once per calendar quarter, the Company shall cause to be furnished to MLV a written negative  
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assurance letter of Company Counsel, modified, as necessary, to relate to the Registration Statement and the Prospectus as then 
amended or supplemented; provided that, in lieu of such negative assurance letter for subsequent periodic filings under the Exchange 
Act, counsel may furnish MLV with a letter (a “Reliance Letter”) to the effect that MLV may rely on the negative assurance letter 
previously delivered under this Section 7(m) to the same extent as if it were dated the date of such letter (except that statements in 
such prior letter shall be deemed to relate to the Registration Statement and the Prospectus as amended or supplemented as of the date 
of the Reliance Letter)  

n. Comfort Letter. On or prior to the date of the first Placement Notice given hereunder and within five (5) Trading Days 
after each subsequent Representation Date, other than pursuant to Section 7(l)(iii), with respect to which the Company is obligated to 
deliver a certificate in the form attached hereto as Exhibit 7(l) for which no waiver is applicable, the Company shall cause its 
independent accountants to furnish MLV a letter (the “Comfort Letter”), dated the date the Comfort Letter is delivered, which shall 
meet the requirements set forth in this Section 7(n); provided, that if requested by MLV, the Company shall cause a Comfort Letter to 
be furnished to MLV within ten (10) Trading Days of such request following the date of occurrence of any restatement of the 
Company’s financial statements. The Comfort Letter from the Company’s independent accountants shall be in a form and substance 
reasonably satisfactory to MLV, (i) confirming that they are an independent public accounting firm within the meaning of the 
Securities Act and the PCAOB, (ii) stating, as of such date, the conclusions and findings of such firm with respect to the financial 
information and other matters ordinarily covered by accountants’ “comfort letters” to underwriters in connection with registered 
public offerings (the first such letter, the “Initial Comfort Letter”) and (iii) updating the Initial Comfort Letter with any information 
that would have been included in the Initial Comfort Letter had it been given on such date and modified as necessary to relate to the 
Registration Statement and the Prospectus, as amended and supplemented to the date of such letter.  

o. Market Activities. The Company will not, directly or indirectly, (i) take any action designed to cause or result in, or that 
constitutes or would reasonably be expected to constitute, the stabilization or manipulation of the price of any security of the 
Company to facilitate the sale or resale of Common Stock or (ii) sell, bid for, or purchase Common Stock in violation of Regulation 
M, or pay anyone any compensation for soliciting purchases of the Placement Shares other than MLV.  

p. Investment Company Act. The Company will conduct its affairs in such a manner so as to reasonably ensure that neither 
it nor the Subsidiaries will be or become, at any time prior to the termination of this Agreement, an “investment company,” as such 
term is defined in the Investment Company Act.  

q. No Offer to Sell. Other than an Issuer Free Writing Prospectus approved in advance by the Company and MLV in its 
capacity as agent hereunder pursuant to Section 23, neither MLV nor the Company (including its agents and representatives, other 
than MLV in their capacity as such) will make, use, prepare, authorize, approve or refer to any written communication (as defined in 
Rule 405), required to be filed with the Commission, that constitutes an offer to sell or solicitation of an offer to buy Placement 
Shares hereunder.  
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r. Sarbanes-Oxley Act. The Company will use commercially reasonable efforts to maintain and keep accurate books and 
records reflecting its assets and maintain internal accounting controls in a manner designed to provide reasonable assurance regarding 
the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with GAAP and 
including those policies and procedures that (i) pertain to the maintenance of records that in reasonable detail accurately and fairly 
reflect the transactions and dispositions of the assets of the Company, (ii) provide reasonable assurance that transactions are recorded 
as necessary to permit the preparation of the Company’s consolidated financial statements in accordance with GAAP, (iii) that 
receipts and expenditures of the Company are being made only in accordance with management’s and the Company’s directors’ 
authorization, and (iv) provide reasonable assurance regarding prevention or timely detection of unauthorized acquisition, use or 
disposition of the Company’s assets that could have a material effect on its financial statements. The Company will use commercially 
reasonable efforts to maintain such controls and other procedures, including, without limitation, those required by Sections 302 and 
906 of the Sarbanes-Oxley Act, and the applicable regulations thereunder that are designed to ensure that information required to be 
disclosed by the Company in the reports that it files or submits under the Exchange Act is recorded, processed, summarized and 
reported, within the time periods specified in the Commission’s rules and forms, including, without limitation, controls and 
procedures designed to ensure that information required to be disclosed by the Company in the reports that it files or submits under 
the Exchange Act is accumulated and communicated to the Company’s management, including its principal executive officer and 
principal financial officer, or persons performing similar functions, as appropriate to allow timely decisions regarding required 
disclosure and to ensure that material information relating to the Company or the Subsidiaries is made known to them by others 
within those entities, particularly during the period in which such periodic reports are being prepared.  

8. Representations and Covenants of MLV. MLV represents and warrants that it is duly registered as a broker-dealer under 
FINRA, the Exchange Act and the applicable statutes and regulations of each state in which the Placement Shares will be offered and 
sold, except such states in which MLV is exempt from registration or such registration is not otherwise required. MLV shall continue, 
for the term of this Agreement, to be duly registered as a broker-dealer under FINRA, the Exchange Act and the applicable statutes 
and regulations of each state in which the Placement Shares will be offered and sold, except such states in which MLV is exempt 
from registration or such registration is not otherwise required, during the term of this Agreement. MLV shall comply with all 
applicable law and regulations, including but not limited to Regulation M, in connection with the transactions contemplated by this 
Agreement, including the issuance and sale through MLV of the Placement Shares.  

9. Payment of Expenses. The Company will pay all expenses incident to the performance of its obligations under this 
Agreement, including (i) the preparation, filing, including any fees required by the Commission, and printing of the Registration 
Statement (including financial statements and exhibits) as originally filed and of each amendment and supplement thereto and each 
Issuer Free Writing Prospectus, in such number as MLV shall deem reasonably necessary, (ii) the printing and delivery to MLV of 
this Agreement and such other documents as may be reasonably required in connection with the offering,  
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purchase, sale, issuance or delivery of the Placement Shares, (iii) the preparation, issuance and delivery of the certificates, if any, for 
the Placement Shares to MLV, including any stock or other transfer taxes and any capital duties, stamp duties or other duties or taxes 
payable upon the sale, issuance or delivery of the Placement Shares to MLV, (iv) the fees and disbursements of the counsel, 
accountants and other advisors to the Company, (v) the fees and disbursements of counsel to MLV up to $25,000; (vi) the fees and 
expenses of the transfer agent and registrar for the Common Stock, (vii) the filing fees incident to any review by FINRA of the terms 
of the sale of the Placement Shares, and (viii) the fees and expenses incurred in connection with the listing of the Placement Shares on 
the Exchange.  

10. Conditions to MLV’s Obligations. The obligations of MLV hereunder with respect to a Placement will be subject to the 
continuing accuracy and completeness of the representations and warranties made by the Company herein, to the due performance by 
the Company of its obligations hereunder, to the completion by MLV of a due diligence review satisfactory to it in its reasonable 
judgment, and to the continuing satisfaction (or waiver by MLV in its sole discretion) of the following additional conditions:  

a. Registration Statement Effective. The Registration Statement shall have become effective and shall be available for the 
sale of all Placement Shares contemplated to be issued by any Placement Notice.  

b. No Material Notices. None of the following events shall have occurred and be continuing: (i) receipt by the Company of 
any request for additional information from the Commission or any other federal or state governmental authority during the period of 
effectiveness of the Registration Statement, the response to which would require any post-effective amendments or supplements to the 
Registration Statement or the Prospectus which have not, as of the time of such Placement, been so made; (ii) the issuance by the 
Commission or any other federal or state governmental authority of any stop order suspending the effectiveness of the Registration 
Statement or the initiation of any proceedings for that purpose; (iii) receipt by the Company of any notification with respect to the 
suspension of the qualification or exemption from qualification of any of the Placement Shares for sale in any jurisdiction or the 
initiation or threatening of any proceeding for such purpose; or (iv) the occurrence of any event that makes any material statement 
made in the Registration Statement or the Prospectus or any material document incorporated or deemed to be incorporated therein by 
reference untrue in any material respect or that requires the making of any changes in the Registration Statement or the Prospectus so 
that, in the case of the Registration Statement, it will not contain any materially untrue statement of a material fact or omit to state any 
material fact required to be stated therein or necessary to make the statements therein not misleading and, that in the case of the 
Prospectus, it will not contain any materially untrue statement of a material fact or omit to state any material fact required to be stated 
therein or necessary to make the statements therein, in the light of the circumstances under which they were made, not misleading.  
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c. No Misstatement or Material Omission. MLV shall not have advised the Company that the Registration Statement or 
Prospectus, or any amendment or supplement thereto, contains an untrue statement of fact that in MLV’s reasonable opinion is 
material, or omits to state a fact that in MLV’s reasonable opinion is material and is required to be stated therein or is necessary to 
make the statements therein not misleading.  

d. Material Changes. Except as contemplated in the Prospectus, or disclosed in the Company’s reports filed with the 
Commission, there shall not have been any Material Adverse Effect, or any development that could reasonably be expected to cause a 
Material Adverse Effect in each case is so material as to make it impracticable or inadvisable to proceed with the offering of the 
Placement Shares on the terms and in the manner contemplated in the Prospectus.  

e. Legal Opinion. MLV shall have received the opinions and negative assurance letter of Company Counsel required to be 
delivered pursuant Section 7(m) on or before the date on which such delivery of such opinions are required pursuant to Section 7(m).  

f. Comfort Letter. MLV shall have received the Comfort Letter required to be delivered pursuant to Section 7(n) on or 
before the date on which such delivery of such letter is required pursuant to Section 7(n).  

g. Representation Certificate. MLV shall have received the certificate required to be delivered pursuant to Section 7(1) on 
or before the date on which delivery of such certificate is required pursuant to Section 7(1).  

h. No Suspension. Trading in the Common Stock shall not have been suspended on the Exchange and the Common Stock 
shall not have been delisted from the Exchange.  

i. Other Materials. On each date on which the Company is required to deliver a certificate pursuant to Section 7(l), the 
Company shall have furnished to MLV such appropriate further information, certificates and documents as MLV may reasonably 
request. All such opinions, certificates, letters and other documents will be in compliance with the provisions hereof. The Company 
will furnish MLV with such conformed copies of such opinions, certificates, letters and other documents as MLV shall reasonably 
request.  

j. Securities Act Filings Made. All filings with the Commission required by Rule 424 under the Securities Act to have been 
filed prior to the issuance of any Placement Notice hereunder shall have been made within the applicable time period prescribed for 
such filing by Rule 424.  

k. Approval for Listing. The Placement Shares shall either have been approved for listing on the Exchange, subject only to 
notice of issuance, or the Company shall have filed an application for listing of the Placement Shares on the Exchange at, or prior to, 
the issuance of any Placement Notice.  

l. No Termination Event. There shall not have occurred any event that would permit MLV to terminate this Agreement 
pursuant to Section 13(a).  
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11. Indemnification and Contribution.

(a) Company Indemnification. The Company agrees to indemnify and hold harmless MLV, its partners, members, 
directors, officers, employees and agents and each person, if any, who controls MLV within the meaning of Section 15 of the 
Securities Act or Section 20 of the Exchange Act as follows:  

(i) against any and all loss, liability, claim, damage and expense whatsoever, as incurred, joint or several, arising out 
of or based upon any untrue statement or alleged untrue statement of a material fact contained in the Registration Statement (or any 
amendment thereto), or the omission or alleged omission therefrom of a material fact required to be stated therein or necessary to 
make the statements therein not misleading, or arising out of any untrue statement or alleged untrue statement of a material fact 
included in any related Issuer Free Writing Prospectus or the Prospectus (or any amendment or supplement thereto), or the omission 
or alleged omission therefrom of a material fact necessary in order to make the statements therein, in the light of the circumstances 
under which they were made, not misleading;  

(ii) against any and all loss, liability, claim, damage and expense whatsoever, as incurred, joint or several, to the 
extent of the aggregate amount paid in settlement of any litigation, or any investigation or proceeding by any governmental agency or 
body, commenced or threatened, or of any claim whatsoever based upon any such untrue statement or omission, or any such alleged 
untrue statement or omission; provided that (subject to Section 11(d) below) any such settlement is effected with the written consent 
of the Company, which consent shall not unreasonably be delayed or withheld; and  

(iii) against any and all expense whatsoever, as incurred (including the reasonable fees and disbursements of 
counsel), reasonably incurred in investigating, preparing or defending against any litigation, or any investigation or proceeding by any 
governmental agency or body, commenced or threatened, or any claim whatsoever based upon any such untrue statement or omission, 
or any such alleged untrue statement or omission, to the extent that any such expense is not paid under (i) or (ii) above,  

provided, however, that this indemnity agreement shall not apply to any loss, liability, claim, damage or expense to the extent arising 
out of any untrue statement or omission or alleged untrue statement or omission made solely in reliance upon and in conformity with 
written information furnished to the Company by MLV expressly for use in the Registration Statement (or any amendment thereto), 
or in any related Issuer Free Writing Prospectus or the Prospectus (or any amendment or supplement thereto).  

(b) MLV Indemnification. MLV agrees to indemnify and hold harmless the Company and its directors and each officer of 
the Company who signed the Registration Statement, and each person, if any, who (i) controls the Company within the meaning of 
Section 15 of the Securities Act or Section 20 of the Exchange Act or (ii) is controlled by or is under common control with the 
Company against any and all loss, liability, claim, damage and expense described in the indemnity contained in Section 11(a), as  
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incurred, but only with respect to untrue statements or omissions, or alleged untrue statements or omissions, made in the Registration 
Statement (or any amendments thereto) or in any related Issuer Free Writing Prospectus or the Prospectus (or any amendment or 
supplement thereto) in reliance upon and in conformity with information relating to MLV and furnished to the Company in writing by 
MLV expressly for use therein.  

(c) Procedure. Any party that proposes to assert the right to be indemnified under this Section 11 will, promptly after 
receipt of notice of commencement of any action against such party in respect of which a claim is to be made against an indemnifying 
party or parties under this Section 11, notify each such indemnifying party of the commencement of such action, enclosing a copy of 
all papers served, but the omission so to notify such indemnifying party will not relieve the indemnifying party from (i) any liability 
that it might have to any indemnified party otherwise than under this Section 11 and (ii) any liability that it may have to any 
indemnified party under the foregoing provision of this Section 11 unless, and only to the extent that, such omission results in the 
forfeiture of substantive rights or defenses by the indemnifying party. If any such action is brought against any indemnified party and 
it notifies the indemnifying party of its commencement, the indemnifying party will be entitled to participate in and, to the extent that 
it elects by delivering written notice to the indemnified party promptly after receiving notice of the commencement of the action from 
the indemnified party, jointly with any other indemnifying party similarly notified, to assume the defense of the action, with counsel 
reasonably satisfactory to the indemnified party, and after notice from the indemnifying party to the indemnified party of its election 
to assume the defense, the indemnifying party will not be liable to the indemnified party for any legal or other expenses except as 
provided below and except for the reasonable costs of investigation subsequently incurred by the indemnified party in connection 
with the defense. The indemnified party will have the right to employ its own counsel in any such action, but the fees, expenses and 
other charges of such counsel will be at the expense of such indemnified party unless (1) the employment of counsel by the 
indemnified party has been authorized in writing by the indemnifying party, (2) the indemnified party has reasonably concluded 
(based on written advice of counsel) that there may be legal defenses available to it or other indemnified parties that are different from 
or in addition to those available to the indemnifying party, (3) a conflict or potential conflict exists (based on written advice of 
counsel to the indemnified party) between the indemnified party and the indemnifying party (in which case the indemnifying party 
will not have the right to direct the defense of such action on behalf of the indemnified party) or (4) the indemnifying party has not in 
fact employed counsel to assume the defense of such action within a reasonable time after receiving notice of the commencement of 
the action, in each of which cases the reasonable fees, disbursements and other charges of counsel will be at the expense of the 
indemnifying party or parties. It is understood that the indemnifying party or parties shall not, in connection with any proceeding or 
related proceedings in the same jurisdiction, be liable for the reasonable fees, disbursements and other charges of more than one 
separate firm admitted to practice in such jurisdiction at any one time for all such indemnified party or parties. All such fees, 
disbursements and other charges will be reimbursed by the indemnifying party promptly after the indemnifying party receives a 
written invoice relating to fees, disbursements and other charges in reasonable detail. An indemnifying party will not, in any event, be 
liable for any  
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settlement of any action or claim effected without its written consent. No indemnifying party shall, without the prior written consent 
of each indemnified party, settle or compromise or consent to the entry of any judgment in any pending or threatened claim, action or 
proceeding relating to the matters contemplated by this Section 11 (whether or not any indemnified party is a party thereto), unless 
such settlement, compromise or consent (1) includes an unconditional release of each indemnified party from all liability arising out 
of such litigation, investigation, proceeding or claim and (2) does not include a statement as to or an admission of fault, culpability or 
a failure to act by or on behalf of any indemnified party.  

(d) Contribution. In order to provide for just and equitable contribution in circumstances in which the indemnification 
provided for in the foregoing paragraphs of this Section 11 is applicable in accordance with its terms but for any reason is held to be 
unavailable from the Company or MLV, the Company and MLV will contribute to the total losses, claims, liabilities, expenses and 
damages (including any investigative, legal and other expenses reasonably incurred in connection with, and any amount paid in 
settlement of, any action, suit or proceeding or any claim asserted, but after deducting any contribution received by the Company 
from persons other than MLV, such as persons who control the Company within the meaning of the Securities Act or the Exchange 
Act, officers of the Company who signed the Registration Statement and directors of the Company, who also may be liable for 
contribution) to which the Company and MLV may be subject in such proportion as shall be appropriate to reflect the relative benefits 
received by the Company on the one hand and MLV on the other hand. The relative benefits received by the Company on the one 
hand and MLV on the other hand shall be deemed to be in the same proportion as the total Net Proceeds from the sale of the 
Placement Shares (before deducting expenses) received by the Company bear to the total compensation received by MLV (before 
deducting expenses) from the sale of Placement Shares on behalf of the Company. If, but only if, the allocation provided by the 
foregoing sentence is not permitted by applicable law, the allocation of contribution shall be made in such proportion as is appropriate 
to reflect not only the relative benefits referred to in the foregoing sentence but also the relative fault of the Company, on the one 
hand, and MLV, on the other hand, with respect to the statements or omission that resulted in such loss, claim, liability, expense or 
damage, or action in respect thereof, as well as any other relevant equitable considerations with respect to such offering. Such relative 
fault shall be determined by reference to, among other things, whether the untrue or alleged untrue statement of a material fact or 
omission or alleged omission to state a material fact relates to information supplied by the Company or MLV, the intent of the parties 
and their relative knowledge, access to information and opportunity to correct or prevent such statement or omission. The Company 
and MLV agree that it would not be just and equitable if contributions pursuant to this Section 11(d) were to be determined by pro 
rata allocation or by any other method of allocation that does not take into account the equitable considerations referred to herein. The 
amount paid or payable by an indemnified party as a result of the loss, claim, liability, expense, or damage, or action in respect 
thereof, referred to above in this Section 11(d) shall be deemed to include, for the purpose of this Section 11(d), any legal or other 
expenses reasonably incurred by such indemnified party in connection with investigating or defending any such action or claim to the 
extent consistent with Section 11(c) hereof. Notwithstanding the foregoing provisions of this Section 11(d),  
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MLV shall not be required to contribute any amount in excess of the commissions received by it under this Agreement and no person 
found guilty of fraudulent misrepresentation (within the meaning of Section 11(f) of the Securities Act) will be entitled to 
contribution from any person who was not guilty of such fraudulent misrepresentation. For purposes of this Section 11(d), any person 
who controls a party to this Agreement within the meaning of the Securities Act or the Exchange Act, and any officers, directors, 
partners, employees or agents of MLV, will have the same rights to contribution as that party, and each officer and director of the 
Company who signed the Registration Statement will have the same rights to contribution as the Company, subject in each case to the 
provisions hereof. Any party entitled to contribution, promptly after receipt of notice of commencement of any action against such 
party in respect of which a claim for contribution may be made under this Section 11(d), will notify any such party or parties from 
whom contribution may be sought, but the omission to so notify will not relieve that party or parties from whom contribution may be 
sought from any other obligation it or they may have under this Section 11(d) except to the extent that the failure to so notify such 
other party materially prejudiced the substantive rights or defenses of the party from whom contribution is sought. Except for a 
settlement entered into pursuant to the last sentence of Section 11(c) hereof, no party will be liable for contribution with respect to 
any action or claim settled without its written consent if such consent is required pursuant to Section 11(c) hereof.  

12. Representations and Agreements to Survive Delivery. The indemnity and contribution agreements contained in Section 11 of 
this Agreement and all representations and warranties of the Company and MLV herein or in certificates delivered pursuant hereto 
shall survive, as of their respective dates, regardless of (i) any investigation made by or on behalf of MLV, any controlling persons, or 
the Company (or any of their respective officers, directors or controlling persons), (ii) delivery and acceptance of the Placement 
Shares and payment therefor or (iii) any termination of this Agreement.  

13. Termination.  

a. MLV may terminate this Agreement, by notice to the Company, as hereinafter specified at any time (1) if there has been, 
since the time of execution of this Agreement or since the date as of which information is given in the Prospectus, any Material 
Adverse Effect, or any development that is reasonably likely to have a Material Adverse Effect or, in the sole judgment of MLV, is 
material and adverse and makes it impractical or inadvisable to market the Placement Shares or to enforce contracts for the sale of the 
Placement Shares, (2) if there has occurred any material adverse change in the financial markets in the United States or the 
international financial markets, any outbreak of hostilities or escalation thereof or other calamity or crisis or any change or 
development involving a prospective change in national or international political, financial or economic conditions, in each case the 
effect of which is such as to make it, in the judgment of MLV, impracticable or inadvisable to market the Placement Shares or to 
enforce contracts for the sale of the Placement Shares, (3) if trading in the Common Stock has been suspended or limited by the 
Commission or the Exchange, or if trading generally on the Exchange has been suspended or limited, or minimum prices for trading 
have been fixed on the Exchange, (4) if any suspension of trading of any securities of the Company on any exchange or in the over-
the-counter market shall have occurred and be continuing, (5) if a  
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major disruption of securities settlements or clearance services in the United States shall have occurred and be continuing, or (6) if a 
banking moratorium has been declared by either U.S. Federal or New York authorities. Any such termination shall be without liability 
of any party to any other party except that the provisions of Section 9 (Payment of Expenses), Section 11 (Indemnification and 
Contribution), Section 12 (Representations and Agreements to Survive Delivery), Section 18 (Governing Law and Time; Waiver of 
Jury Trial) and Section 19 (Consent to Jurisdiction) hereof shall remain in full force and effect notwithstanding such termination. If 
MLV elects to terminate this Agreement as provided in this Section 13(a), MLV shall provide the required notice as specified in 
Section 14 (Notices).  

b. The Company shall have the right, by giving ten (10) days notice as hereinafter specified to terminate this Agreement in 
its sole discretion at any time after the date of this Agreement. Any such termination shall be without liability of any party to any 
other party except that the provisions of Section 9 (Payment of Expenses), Section 11 (Indemnification and Contribution), Section 12 
(Representations and Agreements to Survive Delivery), Section 18 (Governing Law and Time; Waiver of Jury Trial) and Section 19 
(Consent to Jurisdiction) hereof shall remain in full force and effect notwithstanding such termination.  

c. MLV shall have the right, by giving ten (10) days notice as hereinafter specified to terminate this Agreement in its sole 
discretion at any time after the date of this Agreement. Any such termination shall be without liability of any party to any other party 
except that the provisions of Section 9 (Payment of Expenses), Section 11 (Indemnification and Contribution), Section 12 
(Representations and Agreements to Survive Delivery), Section 18 (Governing Law and Time; Waiver of Jury Trial) and Section 19 
(Consent to Jurisdiction) hereof shall remain in full force and effect notwithstanding such termination.  

d. Unless earlier terminated pursuant to this Section 13, this Agreement shall automatically terminate upon the issuance 
and sale of all of the Placement Shares through MLV on the terms and subject to the conditions set forth herein except that the 
provisions of Section 9 (Payment of Expenses), Section 11 (Indemnification and Contribution), Section 12 (Representations and 
Agreements to Survive Delivery), Section 18 (Governing Law and Time; Waiver of Jury Trial) and Section 19 (Consent to 
Jurisdiction) hereof shall remain in full force and effect notwithstanding such termination.  

e. This Agreement shall remain in full force and effect unless terminated pursuant to Sections 13(a), (b), (c), or (d) above 
or otherwise by mutual agreement of the parties; provided, however, that any such termination by mutual agreement shall in all cases 
be deemed to provide that Section 9 (Payment of Expenses), Section 11 (Indemnification and Contribution), Section 12 
(Representations and Agreements to Survive Delivery), Section 18 (Governing Law and Time; Waiver of Jury Trial) and Section 19 
(Consent to Jurisdiction) shall remain in full force and effect. Upon termination of this Agreement, the Company shall not have any 
liability to MLV for any discount, commission or other compensation with respect to any Placement Shares not otherwise sold by 
MLV under this Agreement.  
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f. Any termination of this Agreement shall be effective on the date specified in such notice of termination; provided, 
however, that such termination shall not be effective until the close of business on the date of receipt of such notice by MLV or the 
Company, as the case may be. If such termination shall occur prior to the Settlement Date for any sale of Placement Shares, such 
Placement Shares shall settle in accordance with the provisions of this Agreement.  

14. Notices. All notices or other communications required or permitted to be given by any party to any other party pursuant to 
the terms of this Agreement shall be in writing, unless otherwise specified, and if sent to MLV, shall be delivered to:  

MLV & Co. LLC  
1251 Avenue of the Americas, 41st Floor  
New York, New York 10020  

with a copy to:  

LeClairRyan, A Professional Corporation  
885 Third Avenue  
New York, NY 10022  

and if to the Company, shall be delivered to:  

Sorrento Therapeutics, Inc.  
6042 Cornerstone Ct. West, Suite B  
San Diego, California 92121  

with a copy to:  
Sichenzia Ross Friedman Ference LLP  
61 Broadway, 32nd Floor  
New York, NY 10006  

Each party to this Agreement may change such address for notices by sending to the parties to this Agreement written notice of a 
new address for such purpose. Each such notice or other communication shall be deemed given (i) when delivered personally, by 
email, or by verifiable facsimile transmission (with an original to follow) on or before 4:30 p.m., New York City time, on a Business 
Day or, if such day is not a Business Day, on the  
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 Attention: General Counsel 
 Telephone: (212) 542-5870 
 Email: dcolucci@mlvco.com 

 Attention: James T. Seery 
 Telephone: (973) 491-3315 
 Email: james.seery@leclairryan.com 

 Attention: Richard Vincent 
 Telephone: 858-210-3700 
 Email: rvincent@sorrentotherapeutics.com 

 Attention: Jeffrey Fessler 
 Telephone: (212) 930-9700 
 Email: jfessler@srff.com 



next succeeding Business Day, (ii) on the next Business Day after timely delivery to a nationally-recognized overnight courier and 
(iii) on the Business Day actually received if deposited in the U.S. mail (certified or registered mail, return receipt requested, postage 
prepaid). For purposes of this Agreement, “Business Day” shall mean any day on which the Exchange and commercial banks in the 
City of New York are open for business.  

An electronic communication (“Electronic Notice”) shall be deemed written notice for purposes of this Section 14 if sent to the 
electronic mail address specified by the receiving party under separate cover. Electronic Notice shall be deemed received at the time 
the party sending Electronic Notice receives confirmation of receipt by the receiving party. Any party receiving Electronic Notice 
may request and shall be entitled to receive the notice on paper, in a nonelectronic form (“Nonelectronic Notice”) which shall be sent 
to the requesting party within ten (10) days of receipt of the written request for Nonelectronic Notice.  

15. Successors and Assigns. This Agreement shall inure to the benefit of and be binding upon the Company and MLV and their 
respective successors and the affiliates, controlling persons, officers and directors referred to in Section 11 hereof. References to any 
of the parties contained in this Agreement shall be deemed to include the successors and permitted assigns of such party. Nothing in 
this Agreement, express or implied, is intended to confer upon any party other than the parties hereto or their respective successors 
and permitted assigns any rights, remedies, obligations or liabilities under or by reason of this Agreement, except as expressly 
provided in this Agreement. Neither party may assign its rights or obligations under this Agreement without the prior written consent 
of the other party.  

16. Adjustments for Stock Splits. The parties acknowledge and agree that all share-related numbers contained in this Agreement 
shall be adjusted to take into account any share consolidation, stock split, stock dividend, corporate domestication or similar event 
effected with respect to the Placement Shares.  

17. Entire Agreement; Amendment; Severability. This Agreement (including all schedules and exhibits attached hereto and 
Placement Notices issued pursuant hereto) constitutes the entire agreement and supersedes all other prior and contemporaneous 
agreements and undertakings, both written and oral, among the parties hereto with regard to the subject matter hereof. Neither this 
Agreement nor any term hereof may be amended except pursuant to a written instrument executed by the Company and MLV. In the 
event that any one or more of the provisions contained herein, or the application thereof in any circumstance, is held invalid, illegal or 
unenforceable as written by a court of competent jurisdiction, then such provision shall be given full force and effect to the fullest 
possible extent that it is valid, legal and enforceable, and the remainder of the terms and provisions herein shall be construed as if 
such invalid, illegal or unenforceable term or provision was not contained herein, but only to the extent that giving effect to such 
provision and the remainder of the terms and provisions hereof shall be in accordance with the intent of the parties as reflected in this 
Agreement.  
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18. GOVERNING LAW AND TIME; WAIVER OF JURY TRIAL. THIS AGREEMENT SHALL BE GOVERNED BY AND 
CONSTRUED IN ACCORDANCE WITH THE LAWS OF THE STATE OF NEW YORK WITHOUT REGARD TO THE 
PRINCIPLES OF CONFLICTS OF LAWS. SPECIFIED TIMES OF DAY REFER TO NEW YORK CITY TIME. EACH PARTY 
HEREBY IRREVOCABLY WAIVES, TO THE FULLEST EXTENT PERMITTED BY APPLICABLE LAW, ANY AND ALL 
RIGHT TO TRIAL BY JURY IN ANY LEGAL PROCEEDING ARISING OUT OF OR RELATING TO THIS AGREEMENT OR 
THE TRANSACTIONS CONTEMPLATED HEREBY.  

19. CONSENT TO JURISDICTION. EACH PARTY HEREBY IRREVOCABLY SUBMITS TO THE NON-EXCLUSIVE 
JURISDICTION OF THE STATE AND FEDERAL COURTS SITTING IN THE CITY OF NEW YORK, BOROUGH OF 
MANHATTAN, FOR THE ADJUDICATION OF ANY DISPUTE HEREUNDER OR IN CONNECTION WITH ANY 
TRANSACTION CONTEMPLATED HEREBY, AND HEREBY IRREVOCABLY WAIVES, AND AGREES NOT TO ASSERT 
IN ANY SUIT, ACTION OR PROCEEDING, ANY CLAIM THAT IT IS NOT PERSONALLY SUBJECT TO THE 
JURISDICTION OF ANY SUCH COURT, THAT SUCH SUIT, ACTION OR PROCEEDING IS BROUGHT IN AN 
INCONVENIENT FORUM OR THAT THE VENUE OF SUCH SUIT, ACTION OR PROCEEDING IS IMPROPER. EACH 
PARTY HEREBY IRREVOCABLY WAIVES PERSONAL SERVICE OF PROCESS AND CONSENTS TO PROCESS BEING 
SERVED IN ANY SUCH SUIT, ACTION OR PROCEEDING BY MAILING A COPY THEREOF (CERTIFIED OR 
REGISTERED MAIL, RETURN RECEIPT REQUESTED) TO SUCH PARTY AT THE ADDRESS IN EFFECT FOR NOTICES 
TO IT UNDER THIS AGREEMENT AND AGREES THAT SUCH SERVICE SHALL CONSTITUTE GOOD AND SUFFICIENT 
SERVICE OF PROCESS AND NOTICE THEREOF. NOTHING CONTAINED HEREIN SHALL BE DEEMED TO LIMIT IN 
ANY WAY ANY RIGHT TO SERVE PROCESS IN ANY MANNER PERMITTED BY LAW.  

20. Use of Information. MLV may not use any information gained in connection with this Agreement and the transactions 
contemplated by this Agreement, including due diligence, to advise any party with respect to transactions not expressly approved by 
the Company.  

21. Counterparts. This Agreement may be executed in two or more counterparts, each of which shall be deemed an original, but 
all of which together shall constitute one and the same instrument. Delivery of an executed Agreement by one party to the other may 
be made by facsimile transmission.  

22. Effect of Headings. The section and Exhibit headings herein are for convenience only and shall not affect the construction 
hereof.  

23. Permitted Free Writing Prospectuses.  

The Company represents, warrants and agrees that, unless it obtains the prior consent of MLV, which consent shall not be 
unreasonably withheld, conditioned or delayed, and MLV represents, warrants and agrees that, unless it obtains the prior consent of 
the Company, which consent shall not be unreasonably withheld, conditioned or delayed, it has not made and will not make any offer 
relating to the Placement Shares that would constitute an Issuer Free Writing Prospectus, or that would otherwise constitute a “free  
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writing prospectus,” as defined in Rule 405, required to be filed with the Commission. Any such free writing prospectus consented to 
by MLV or by the Company, as the case may be, is hereinafter referred to as a “Permitted Free Writing Prospectus.” The Company 
represents and warrants that it has treated and agrees that it will treat each Permitted Free Writing Prospectus as an “issuer free 
writing prospectus,” as defined in Rule 433, and has complied and will comply with the requirements of Rule 433 applicable to any 
Permitted Free Writing Prospectus, including timely filing with the Commission where required, legending and record keeping. For 
the purposes of clarity, the parties hereto agree that all free writing prospectuses, if any, listed in Exhibit 23 hereto are Permitted Free 
Writing Prospectuses.  

24. Absence of Fiduciary Relationship. The Company acknowledges and agrees that:  

a. MLV is acting solely as agent in connection with the public offering of the Placement Shares and in connection with 
each transaction contemplated by this Agreement and the process leading to such transactions, and no fiduciary or advisory 
relationship between the Company or any of its respective affiliates, stockholders (or other equity holders), creditors or employees or 
any other party, on the one hand, and MLV, on the other hand, has been or will be created in respect of any of the transactions 
contemplated by this Agreement, irrespective of whether or not MLV has advised or is advising the Company on other matters, and 
MLV has no obligation to the Company with respect to the transactions contemplated by this Agreement except the obligations 
expressly set forth in this Agreement;  

b. it is capable of evaluating and understanding, and understands and accepts, the terms, risks and conditions of the 
transactions contemplated by this Agreement;  

c. MLV has not provided any legal, accounting, regulatory or tax advice with respect to the transactions contemplated by 
this Agreement and it has consulted its own legal, accounting, regulatory and tax advisors to the extent it has deemed appropriate;  

d. it is aware that MLV and its affiliates are engaged in a broad range of transactions which may involve interests that 
differ from those of the Company and MLV has no obligation to disclose such interests and transactions to the Company by virtue of 
any fiduciary, advisory or agency relationship or otherwise; and  

e. it waives, to the fullest extent permitted by law, any claims it may have against MLV for breach of fiduciary duty or 
alleged breach of fiduciary duty in connection with the sale of Placement Shares under this Agreement and agrees that MLV shall not 
have any liability (whether direct or indirect, in contract, tort or otherwise) to it in respect of such a fiduciary duty claim or to any 
person asserting a fiduciary duty claim on its behalf or in right of it or the Company, employees or creditors of Company, other than 
in respect of MLV’s obligations under this Agreement and to keep information provided by the Company to MLV and MLV’s 
counsel confidential to the extent not otherwise publicly-available.  
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25. Definitions.  

As used in this Agreement, the following terms have the respective meanings set forth below:  

“Applicable Time” means (i) each Representation Date and (ii) the time of each sale of any Placement Shares pursuant to this 
Agreement.  

“Issuer Free Writing Prospectus” means any “issuer free writing prospectus,” as defined in Rule 433, relating to the Placement 
Shares that (1) is required to be filed with the Commission by the Company, (2) is a “road show” that is a “written communication” 
within the meaning of Rule 433(d)(8)(i) whether or not required to be filed with the Commission, or (3) is exempt from filing 
pursuant to Rule 433(d)(5)(i) because it contains a description of the Placement Shares or of the offering that does not reflect the final 
terms, in each case in the form filed or required to be filed with the Commission or, if not required to be filed, in the form retained in 
the Company’s records pursuant to Rule 433(g) under the Securities Act.  

“Rule 164,” “Rule 172,” “Rule 405,” “Rule 415,” “Rule 424,” “Rule 424(b),” “Rule 430B,” and “Rule 433” refer to such rules 
under the Securities Act.  

All references in this Agreement to financial statements and schedules and other information that is “contained,” “included” or 
“stated” in the Registration Statement or the Prospectus (and all other references of like import) shall be deemed to mean and include 
all such financial statements and schedules and other information that is incorporated by reference in the Registration Statement or the 
Prospectus, as the case may be.  

All references in this Agreement to the Registration Statement, the Prospectus or any amendment or supplement to any of the 
foregoing shall be deemed to include the copy filed with the Commission pursuant to EDGAR; all references in this Agreement to 
any Issuer Free Writing Prospectus (other than any Issuer Free Writing Prospectuses that, pursuant to Rule 433, are not required to be 
filed with the Commission) shall be deemed to include the copy thereof filed with the Commission pursuant to EDGAR; and all 
references in this Agreement to “supplements” to the Prospectus shall include, without limitation, any supplements, “wrappers” or 
similar materials prepared in connection with any offering, sale or private placement of any Placement Shares by MLV outside of the 
United States.  

[Remainder of the page intentionally left blank]  
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If the foregoing correctly sets forth the understanding between the Company and MLV, please so indicate in the space provided 
below for that purpose, whereupon this letter shall constitute a binding agreement between the Company and MLV.  
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Very truly yours, 

SORRENTO THERAPEUTICS, INC.

By: /s/ Henry Ji
Name: Henry Ji
Title: CEO

ACCEPTED as of the date first-above 
written:

MLV & CO. LLC

By: /s/ Dean Colucci 
Dean Colucci
President



SCHEDULE 1  
  

  

Gentlemen:  

Pursuant to the terms and subject to the conditions contained in the At Market Issuance Sales Agreement between Sorrento 
Therapeutics, Inc., a Delaware corporation (the “Company”), and MLV & Co. LLC (“MLV”), dated November 3, 2014, the Company 
hereby requests that MLV sell up to [            ] shares of the Company’s Common Stock, $0.0001 par value per share, at a minimum 
market price of $ per share, during the time period beginning [month, day, time] and ending [month, day, time].  

FORM OF PLACEMENT                     NOTICE                                            

From:   Sorrento Therapeutics, Inc.

To:   MLV & Co. LLC

Attention:   Patrice McNicoll

Subject:   At Market Issuance—Placement Notice



SCHEDULE 2  
  

Compensation  

The Company shall pay to MLV in cash, upon each sale of Placement Shares pursuant to this Agreement, an amount equal to 
3.0% of the gross proceeds from each sale of Placement Shares. 



SCHEDULE 3  
  

Notice Parties  
  



SCHEDULE 6(g)  
  

Subsidiaries  
  

IgDraSol, Inc.  
Sherrington Pharmaceuticals, Inc.  
Concortis Biosystems Corp.  
Sorrento Therapeutics Inc. Hong Kong Limited  
Ark Animal Therapeutics, Inc.  



EXHIBIT 7(1)

Form of Representation Date Certificate  

This Representation Date Certificate (this “Certificate”) is executed and delivered in connection with Section 7(1) of the At Market 
Issuance Sales Agreement (the “Agreement”), dated November 3, 2014, and entered into between Sorrento Therapeutics, Inc. (the 
“Company”) and MLV & Co. LLC. All capitalized terms used but not defined herein shall have the meanings given to such terms in 
the Agreement.  

The Company hereby certifies as follows:  

1. As of the date of this Certificate (i) the Registration Statement does not contain any untrue statement of a material fact or omit 
to state a material fact required to be stated therein or necessary in order to make the statements therein not misleading and (ii) neither 
the Registration Statement nor the Prospectus contain any untrue statement of a material fact or omit to state a material fact required 
to be stated therein or necessary in order to make the statements therein, in light of the circumstances under which they were made, 
not misleading and (iii) no event has occurred as a result of which it is necessary to amend or supplement the Prospectus in order to 
make the statements therein not untrue or misleading for this paragraph 1 to be true.  

2. Each of the representations and warranties of the Company contained in the Agreement were, when originally made, and are, 
as of the date of this Certificate, true and correct in all material respects.  

3. Except as waived by MLV in writing, each of the covenants required to be performed by the Company in the Agreement on or
prior to the date of the Agreement, this Representation Date, and each such other date prior to the date hereof as set forth in the 
Agreement, has been duly, timely and fully performed in all material respects and each condition required to be complied with by the 
Company on or prior to the date of the Agreement, this Representation Date, and each such other date prior to the date hereof as set 
forth in the Agreement has been duly, timely and fully complied with in all material respects.  

4. Subsequent to the date of the most recent financial statements in the Prospectus, and except as described in the Prospectus, 
including Incorporated Documents, there has been no Material Adverse Effect.  

5. No stop order suspending the effectiveness of the Registration Statement or of any part thereof has been issued, and no 
proceedings for that purpose have been instituted or are pending or threatened by any securities or other governmental authority 
(including, without limitation, the Commission).  



6. No order suspending the effectiveness of the Registration Statement or the qualification or registration of the Placement 
Shares under the securities or Blue Sky laws of any jurisdiction are in effect and no proceeding for such purpose is pending before, or 
threatened, to the Company’s knowledge or in writing by, any securities or other governmental authority (including, without 
limitation, the Commission).  

The undersigned has executed this Officer’s Certificate as of the date first written above.  
  

SORRENTO THERAPEUTICS, INC.

By:  

Name:  

Title:  



EXHIBIT 23 

Permitted Issuer Free Writing Prospectuses  

None.  



EXHIBIT 5.1 

SICHENZIA ROSS FRIEDMAN FERENCE LLP  
61 Broadway, 32nd Floor  

New York, NY 10006  
Telephone: (212) 930-9700  
Facsimile: (212) 930-9725  

                    November 4, 2014  

Sorrento Therapeutics Inc.  
6042 Cornerstone Ct.  
Suite B  
San Diego, CA 92121  

Re: Sorrento Therapeutics, Inc.’s Registration Statement on Form S-3  

Ladies and Gentlemen:  

We have acted as special counsel to Sorrento Therapeutics Inc., a Delaware corporation (the “Company”), in connection with 
the preparation and filing of the Registration Statement on Form S-3, filed by the Company with the Securities and Exchange 
Commission (the “Commission”) on the date hereof (the “Registration Statement”) pursuant to the Securities Act of 1933, as 
amended (the “Securities Act”) relating to an aggregate initial offering price not to exceed $250,000,000 of one or more of the 
following securities which may be issued by the Company, from time to time, under the Registration Statement: (i) shares of the 
Company’s common stock, $0.0001 par value per share (the “Common Stock”), which may include shares of Common Stock issuable 
upon the conversion or exercise of the other Securities included in the Registration Statement, (ii) shares of the Company’s preferred 
stock, $0.0001 par value per share (the “Preferred Stock”), which may include shares of Preferred Stock issuable upon the exercise of 
the Warrants (as defined herein) included in the Registration Statement, (iii) warrants (the “Warrants”) to purchase Common Stock or 
Preferred Stock, which may be issued pursuant to a warrant agreement (the “Warrant Agreement”) between the Company and a 
designated warrant agent (the “Warrant Agent”) and (iv) units (the “Units”) comprised of any combination of the foregoing 
Securities, which may be issued pursuant to a unit agreement (the “Unit Agreement”) between the Company and a designated unit 
agent (the “Unit Agent”). The Common Stock, Preferred Stock, Warrants and Units are collectively referred to herein as the 
“Securities” and each, a “Security.”  

We also have acted as counsel to the Company in connection with an offering of shares of Common Stock having an aggregate 
offering price of up to $50,000,000 of shares of Common Stock that may be issued and sold (the “Sales Agreement Shares”) under a 
Sales Agreement, dated November 3, 2014, between the Company and MLV & Co. LLC (the “Sales Agreement”). The preliminary 
prospectus supplement for the offer and sale of the Sales Agreement Shares is included in the Registration Statement (as may be 
amended or supplemented, the “Sales Agreement Prospectus Supplement”).  

This opinion is being delivered in accordance with the requirements of Item 601(b)(5) of Regulation S-K under the Act and no 
opinion is expressed herein pertaining to the Registration Statement, any prospectus contained therein or any prospectus supplement 
hereafter filed, other than with respect to the enforceability of the Applicable Agreements (defined below) and the legally-issued 
nature of the Securities.  

We have reviewed such records, documents, agreements and certificates, and examined such questions of law, as we have 
considered necessary or appropriate to express the opinions set forth below. In making our examination of records, documents, 
agreements and certificates, we have assumed the authenticity of the same, the correctness of the information contained therein, the 
genuineness of all signatures, the authority of all persons entering and maintaining records or executing documents, agreements and 
certificates, and the conformity to authentic originals of all items submitted to us as copies (whether certified, conformed, photostatic 
or by other electronic means) of records, documents, agreements or certificates. In rendering our opinions, we have relied as to factual 
matters upon certificates of public officials and certificates and representations of officers of the Company.  
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Based upon and subject to the foregoing and to the other assumptions, qualifications, limitations and exceptions set forth herein, 
we are of the opinion that:  

1. With respect to any offering of Common Stock by the Company pursuant to the Registration Statement other than pursuant to 
the Sales Agreement (the “Offered Common Stock”), the shares of Offered Common Stock (including any Offered Common Stock 
duly issued upon conversion or exchange of other securities) will be duly authorized, validly issued, fully paid and non-assessable.  

2. With respect to any offering of Preferred Stock by the Company pursuant to the Registration Statement (the “Offered 
Preferred Stock”), when a certificate of designation with respect to the Offered Preferred Stock has been filed with and accepted for 
filing by the Delaware Secretary of State, the shares of Offered Preferred Stock, (including any Offered Preferred Stock duly issued 
upon conversion or exchange of other securities) will be duly authorized, validly issued, fully paid and non-assessable.  

3. With respect to any offering of Warrants by the Company pursuant to the Registration Statement (the “Offered Warrants”), 
when the Warrant Agreement, in the form to be filed as an exhibit to a post-effective amendment to the Registration Statement or 
incorporated by reference therein, relating to such Warrants has been duly authorized, executed and delivered by each of the Warrant 
Agent and the Company, the Offered Warrants will constitute valid and binding obligations of the Company, enforceable against the 
Company in accordance with their terms.  

4. With respect to any offering of Units by the Company pursuant to the Registration Statement (the “Offered Units”), when 
(a) the Unit Agreement, in the form to be filed as an exhibit to a post-effective amendment to the Registration Statement or 
incorporated by reference therein, relating to such Units has been duly authorized, executed and delivered by each of the Unit Agent 
and the Company and (b) when the Warrant Agreement, in the form to be filed as an exhibit to a post-effective amendment to the 
Registration Statement, which is a components of such Offered Units, has been duly authorized, executed and delivered by each of 
the Warrant Agent and the Company, such Units will be validly issued and will entitle the holder thereof to the rights specified in the 
Unit Agreement, if any.  

5. With respect to the Sales Agreement Shares, the Sales Agreement Shares will be duly authorized, validly issued, fully paid 
and non-assessable.  

The opinions set forth herein are subject to the following assumptions, qualifications, limitations and exceptions being true and 
correct at or before the time of the delivery of any Securities offered pursuant to the Registration Statement, other than the Sales 
Agreement Shares (the “Offered Securities”):  

(i) the Board of Directors, including any appropriate committee appointed thereby, and appropriate officers of the Company 
shall have duly established the terms of the Offered Securities;  

(ii) the Board of Directors, including any appropriate committee appointed thereby, and appropriate officers of the Company 
shall have duly authorized, and taken any other necessary corporate action to approve the creation, issuance and sale of, the Offered 
Securities and related matters (including without limitation with respect to Offered Preferred Shares, the creation, execution, 
acknowledgment and filing of a certificate of designation stating the number, designation, relative rights, preferences and limitations 
of any such Offered Preferred Shares in accordance with the applicable provisions of the corporate laws of the State of Delaware) and 
such authorizations and actions have not been rescinded;  

(iii) the terms of the issuance and sale of the Offered Securities have been duly established in conformity with the restated 
certificate of incorporation, as amended, the by-laws, and other similar formation documents of the Company (the “Formation 
Documents”) and any other relevant agreement, including, but not limited to, the Sales Agreement, the Warrant Agreement and the 
Unit Agreement (collectively, the “Applicable Agreements”), so as not to violate any applicable law, the Formation Documents 
(subject to the further assumption that such Formation Documents have not been amended from the date hereof in a manner that 
would affect the validity of any of the opinions rendered herein), or result in a default under or breach of any agreement or instrument 
binding upon the Company and so as to comply with any restriction imposed by any court or governmental body having jurisdiction 
over the Company;  
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(iv) the Offered Securities, and any certificates representing the interests in the relevant Offered Securities, have been duly 
authenticated, authorized, executed, countersigned, registered and delivered upon payment of the agreed-upon legal consideration 
therefor (in an amount per share of Offered Common Stock or Offered Preferred Stock, as appropriate, not less than the par value 
thereof) and have been duly issued and sold in accordance with any relevant agreement (including, but not limited to, any Applicable 
Agreements), any underwriting agreement with respect to the Offered Securities or any other duly authorized, executed and delivered, 
applicable, valid and binding purchase agreement, or as otherwise contemplated by the Registration Statement or any post-effective 
amendment thereto, and any prospectus supplement(s) relating thereto;  

(vi) the Registration Statement, as finally amended (including all necessary post-effective amendments) and any additional 
registration statement filed under the Securities Act will have been declared effective under the Securities Act and such effectiveness 
shall not have been terminated or rescinded;  

(vii) appropriate prospectus supplement(s) shall have been prepared, delivered and filed in compliance with the Securities Act 
and the applicable rules and regulations thereunder describing the Offered Securities offered thereby;  

(viii) the Offered Securities shall be issued and sold in compliance with all federal and state securities laws and solely in the 
manner stated in the Registration Statement and the applicable prospectus supplement and there shall not have occurred any change in 
law affecting the validity of the opinions rendered herein;  

(ix) if the Offered Securities will be sold pursuant to a firm commitment underwritten offering, the underwriting agreement with 
respect to the Offered Securities in the form filed as an exhibit to the Registration Statement or any post-effective amendment thereto, 
or incorporated by reference therein, has been duly authorized, executed and delivered by the Company and the other parties thereto;  

(x) in the case of an Applicable Agreement or other agreement or instrument pursuant to which any Offered Securities are to be 
issued, there shall be no terms or provisions contained therein which would affect the validity of any of the opinions rendered herein 
and  

(xi) in the case of an Applicable Agreement or other agreement or instrument pursuant to which any Offered Securities are to be 
issued, we have assumed that the laws of the State of New York will be chosen to govern such agreement or instrument and that such 
choice is a valid and legal provision.  

The foregoing opinions are based upon and expressly limited to the laws of the State of New York and the General Corporation 
Law of the State of Delaware. We do not purport to be experts on, or to express any opinion with respect to the applicability thereto, 
or to the effect, of the laws of any other jurisdiction or as to matters of local law or the laws of local governmental departments or 
agencies within the State of Delaware.  

Any opinion set forth herein as to enforceability of obligations of the Company is subject to: (i) bankruptcy, insolvency, 
reorganization, fraudulent conveyance, moratorium or similar laws affecting the enforcement of creditors’ rights generally, and by 
general principles of equity (regardless of whether enforcement is sought in a proceeding in equity or at law); (ii) provisions of law 
which may require that a judgment for money damages rendered by a court in the United States be expressed only in United States 
dollars; and (iii) governmental authority to limit, delay or prohibit the making of payments outside the United States or in foreign 
currency or composite currency. Rights to indemnification and contribution may also be limited by federal and state securities laws.  

We express no opinion as to the validity, legally binding effect or enforceability of any provision in any agreement or instrument 
that (i) requires or relates to payment of any interest at a rate or in an amount which a court would determine in the circumstances 
under applicable law to be commercially unreasonable or a penalty or forfeiture or (ii) relates to governing law and submission by the 
parties to the jurisdiction of one or more particular courts.  
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We hereby consent to the filing of this opinion as Exhibit 5.1 to the Registration Statement, the Related Registration Statement 
and to the reference to this firm under the caption “Legal Matters.” In giving such consent, we do not thereby admit that we are in the 
category of persons whose consent is required under Section 7 of the Securities Act of 1933, as amended or under the rules and 
regulations promulgated by the Securities and Exchange Commission. This opinion is expressed as of the date hereof, and we 
disclaim any undertaking to advise you of any subsequent changes in the facts stated or assumed herein or of any subsequent changes 
in applicable laws, even where the Offered Securities or Sales Agreement Shares may be issued from time to time on a delayed or 
continuous basis.  
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Very truly yours,

/s/ Sichenzia Ross Friedman Ference LLP



Exhibit 23.2 

CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM  

We consent to the incorporation by reference in this Prospectus (which is a part of the Registration Statement on Form S-3 dated 
November 4, 2014) of Sorrento Therapeutics, Inc. and Subsidiaries of our report dated April 1, 2014, with respect to the consolidated 
financial statements of Sorrento Therapeutics, Inc. and Subsidiaries, appearing in the Annual Report on Form 10-K of Sorrento 
Therapeutics, Inc. and Subsidiaries for the years ended December 31, 2013 and 2012, and for the period from January 25, 2006 
(Inception) through December 31, 2013, and to the reference to us under the heading “Experts” in this Prospectus.  

/s/ Mayer Hoffman McCann P.C.  

San Diego, California  
November 4, 2014  
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