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Approximate date of commencement of proposed sale to the public: As soon as practicable after this Registration
Statement is declared effective.

If any of the securities being registered on this form are to be offered on a delayed or continuous basis pursuant to
Rule 415 under the Securities Act of 1933, as amended (the Securities Act ) please check the following box.

If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act,
please check the following box and list the Securities Act registration statement number of the earlier effective
registration statement for the same offering. ~

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, please check the
following box and list the Securities Act registration statement number of the earlier effective registration statement
for the same offering.

If this Form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, please check the
following box and list the Securities Act registration statement number of the earlier effective registration statement
for the same offering.

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer,
or a smaller reporting company. See the definitions of large accelerated filer, accelerated filer and smaller reporting
company in Rule 12b-2 of the Exchange Act.

Large accelerated filer ~ Accelerated filer

Non-accelerated filer x (Do not check if a smaller reporting company) Smaller reporting company

The Registrant hereby amends this Registration Statement on such date or dates as may be necessary to delay
its effective date until the Registrant shall file a further amendment which specifically states that this
Registration Statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of
1933 or until the Registration Statement shall become effective on such date as the Commission, acting
pursuant to said Section 8(a), may determine.
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The information in this preliminary prospectus is not complete and may be changed. These securities may not
be sold until the registration statement filed with the Securities and Exchange Commission is effective. This
preliminary prospectus is not an offer to sell nor does it seek an offer to buy these securities in any state where
the offer or sale is not permitted.

SUBJECT TO COMPLETION, DATED DECEMBER 10, 2014

PROSPECTUS

Shares

Common Stock

This is the initial public offering of the common stock of Zosano Pharma Corporation. No public market currently
exists for our common stock. Our common stock has been approved for listing on the NASDAQ Global Market under
the symbol ZSAN. We expect that the initial public offering price will be between $ and $ per share.

We are an emerging growth company as that term is used in the Jumpstart Our Business Startups Act of 2012 and, as
such, we have elected to comply with certain reduced public company reporting requirements for this prospectus and
future filings. See Prospectus Summary Implications of Being an Emerging Growth Company.

Investing in our common stock involves risks. See _Risk Factors beginning on page 12 of this prospectus.

Per Share Total
Initial public offering price $
Underwriting discounts and commissions(1)(2) $
Proceeds to us (before expenses) $

&L B L

(1) We refer you to _Underwriting beginning on page 157 of this prospectus for additional information regarding total
underwriter compensation and a private placement fee payable to the representatives of the underwriters upon the
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completion of our concurrent private placement with Eli Lilly and Company as described in this prospectus.
(2) The underwriters will also be reimbursed for certain expenses incurred in this offering.
We have granted the underwriters a thirty-day option to purchase up to additional shares of our common
stock on the same terms and conditions described herein, solely to cover over-allotments, if any.

Eli Lilly and Company, one of our collaborators, has agreed to purchase up to $15 million worth of our common stock
in a separate private placement concurrent with the closing of this offering, at a price per share equal to the initial
public offering price. Eli Lilly and Company may elect to not purchase any shares that would cause Eli Lilly and
Company to own in excess of 18% of our outstanding common stock after this offering and the concurrent private
placement (which would result in Eli Lilly and Company investing less than $15 million). The sale of shares to Eli
Lilly and Company will not be registered under the Securities Act of 1933, as amended.

Certain of our existing investors have indicated an interest in purchasing an aggregate amount of up to $5 million
worth of our common stock in this offering at the initial public offering price. However, because indications of
interest are not binding agreements or commitments to purchase, the underwriters may determine to sell more, less or
no shares in this offering to any of these potential investors, or any of these potential investors may determine to
purchase more, less or no shares in this offering. The underwriters will receive the same underwriting discount on any
shares purchased by these potential investors as they will on any other shares sold to the public in this offering.

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

criminal offense.

The underwriters expect to deliver the shares against payment therefor on or about ,2014.

Joint Book-Running Managers

Ladenburg Thalmann Roth Capital Partners
Prospectus dated ,2014.
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You should rely only on the information contained in this prospectus and any related free writing prospectus
that we may provide you in connection with this offering. We and the underwriters have not authorized anyone
to provide you with information that is different. We and the underwriters are offering to sell shares of our
common stock, and seeking offers to buy shares of our common stock, only in jurisdictions where such offers
and sales are permitted. Regardless of the time of delivery of this prospectus or any related free writing
prospectus that we may provide you in connection with this offering or any sale of our common stock, the
information in this prospectus is accurate only as of the date of this prospectus, and the information in any
related free writing prospectus that we may provide you in connection with this offering is accurate only as of
the date of that free writing prospectus. Our business, financial condition, results of operations and future
growth prospects may have changed since those dates.

For investors outside the United States: neither we nor any of the underwriters have taken any action to permit a
public offering of the shares of our common stock or the possession or distribution of this prospectus or any related
free writing prospectus that we may provide you in connection with this offering in any jurisdiction where action for
that purpose is required, other than the United States. You are required to inform yourselves about and to observe any
restrictions relating to this offering and the distribution of this prospectus and any such free writing prospectus outside
of the United States.
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PROSPECTUS SUMMARY

This summary provides an overview of selected information contained elsewhere in this prospectus and does not
contain all of the information you should consider before investing in our common stock. You should carefully read
this prospectus and the registration statement of which this prospectus is a part in their entirety before investing in
our common stock, including the information discussed under Risk Factors beginning on page 12 and our financial
statements and notes thereto that appear elsewhere in this prospectus. We use the terms Zosano, =~ Company,

we, us and our in this prospectus to refer to Zosano Pharma Corporation and its subsidiaries.

Overview

We are a clinical stage specialty pharmaceutical company that has developed a proprietary transdermal microneedle
patch system to deliver our proprietary formulations of existing drugs through the skin for the treatment of a variety of
indications. Our microneedle patch system offers rapid onset, consistent drug delivery, improved ease of use and
room-temperature stability, benefits that we believe often are unavailable using oral formulations or injections. Our
microneedle patch system has the potential to deliver numerous medications for a wide variety of indications in
commercially attractive markets. By focusing our development efforts on the delivery of established molecules with
known safety and efficacy and premium pricing, we plan to reduce our clinical and regulatory risk and development
costs and accelerate our time to commercialization.

Our short-wear-time transdermal patch consists of an array of titanium microneedles that is coated with our
proprietary formulation of an existing drug and attached to an adhesive patch. When the patch is applied with our
hand-held applicator, the microneedles penetrate the skin to a depth of 200 microns or less, resulting in rapid
dissolution and absorption of the drug coating through the capillary bed. We believe our system enables rapid and
consistent delivery of the drug, with therapeutic effect typically occurring within 30 minutes or less, and easy,
pain-free administration. We focus on developing specific formulations of approved drugs to be administered by our
microneedle patch system, for indications in which rapid onset, ease of use and stability offer significant therapeutic
and practical advantages. We target indications with patient populations that we believe will provide us with an
attractive commercial opportunity. Our lead product candidates, and the indications they are expected to treat, are as
follows:

Daily ZP-PTH, for severe osteoporosis;

ZP-Glucagon, for severe hypoglycemia; and

ZP-Triptan, for migraine.
Daily ZP-PTH is our proprietary formulation of teriparatide, a synthetic form of parathyroid hormone, PTH 1-34, or
PTH, an anabolic product which regulates serum calcium, to be administered daily for the treatment of severe
osteoporosis in women. Osteoporosis is a disease, primarily affecting post-menopausal women, that is characterized
by low bone mineral density and structural deterioration of bone tissue, which can lead to an increase in bone
fractures. We believe the only anabolic product currently available in the United States is Eli Lilly and Company s
Forteo®, which generates approximately $1.2 billion in annual revenues globally, with a relatively low patient
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penetration of approximately 6% of all severe osteoporosis patients.

Our Daily ZP-PTH product candidate is intended to provide a convenient, easy-to-use, room-temperature-stable
alternative for osteoporosis patients. We completed a Phase 2 clinical trial of Daily ZP-PTH in the United States (in
connection with which we submitted an investigational new drug application, or IND, to the United States Food and
Drug Administration, or FDA), Mexico and Argentina in 2008. In 2009, we held End-of-Phase 2 meetings with the
FDA to consider the proposed Phase 3 clinical trial and identify any additional information necessary to support a
marketing application for the use of Daily ZP-PTH to treat osteoporosis in postmenopausal
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women. We also held similar meetings with European regulatory authorities in 2009. These meetings provided us with
guidance for Phase 3 development of Daily ZP-PTH which we believe will help speed the regulatory approval process
for Daily ZP-PTH. We plan to conduct a Phase 3 trial designed as a non-inferiority study compared to Forteo®, and
intend to seek regulatory approval of Daily ZP-PTH pursuant to Section 505(b)(2) of the Federal Food, Drug and
Cosmetic Act, which is a regulatory approval pathway that enables the applicant to rely, in part, on the FDA s findings
of safety and efficacy of a previously approved drug for which the applicant has no right of reference, or published
literature, in support of its application.

In November 2014, we entered into a strategic partnership and license agreement with Eli Lilly and Company, or
Lilly, to develop one or more ZP-PTH microneedle patch products, with the initial product candidate being Daily
ZP-PTH. Under the terms of the license agreement, we have granted to Lilly an exclusive, worldwide license to
commercialize ZP-PTH in all dosing frequencies. Lilly will be responsible, pending successful clinical trial outcomes
and regulatory approval, for commercialization of Daily ZP-PTH. We are responsible, at our own expense, for
developing Daily ZP-PTH, including clinical, regulatory and manufacturing scale-up activities. We will also
manufacture and provide commercial supplies of Daily ZP-PTH to Lilly. In addition to the advantages we believe our
microneedle patch system offers, the last of our issued patents covering key features of our microneedle patch system
will not expire until 2027.

In November 2014, we entered into a stock purchase agreement with Lilly pursuant to which Lilly will purchase up to
$15 million worth of our common stock in a separate private placement concurrent with the closing of this offering, at
a price per share equal to the initial public offering price. In addition, under the terms of the license agreement, Lilly
will make non-refundable milestone payments to us totaling up to $300 million upon achievement of certain
regulatory approvals of Daily ZP-PTH and up to $125 million upon achievement of certain sales milestones for

Daily ZP-PTH. We are also eligible to receive royalties at a percentage up to the low teens on sales of Daily ZP-PTH
in major markets, and will receive reimbursement of manufacturing costs. Lilly has the right to terminate the license
agreement prior to regulatory approval of Daily-ZP PTH in the event we fail to achieve certain critical success factors,
or CSFs, relating to patient preference for Daily ZP-PTH, development activities culminating in regulatory approval
of Daily ZP-PTH in the United States or Japan and commercial readiness activities, or if we fail to cure a material
breach of the agreement. Lilly may also terminate the agreement at will at any time after regulatory approval of Daily
ZP-PTH in the United States or Japan.

ZP-Glucagon is our proprietary formulation of glucagon, a hormone that raises blood glucose levels, intended for the
emergency treatment of life-threatening, severe hypoglycemia. Severe hypoglycemia is a complication of diabetes
treatment, often caused by insulin overdose, characterized by a very low level of blood glucose that can lead to loss of
consciousness, seizure, coma and death. Time is of the essence in treatment of patients with severe hypoglycemia in
an emergency situation. The currently available products on the market are injectables that require reconstitution at the
time of need.

In January 2014 we completed a Phase 1 trial in Australia designed to assess relative bioavailability with our
microneedle patch system at various application sites on the body compared to a currently available form of glucagon
administered by intramuscular injection. With each of the ZP-Glucagon treatments, we achieved a faster onset, a
higher bioavailability and lower variability (which is the range of the data points from the trial showing the measure of
the treatment s effect in relation to the mean of the data points) during the first 30 minutes following application
compared to the glucagon injection. Additionally, application of our microneedle patch with our easy-to-use

applicator avoids the delay in treatment associated with reconstitution of the currently available injectable products.
We believe these attributes will provide significant advantages in the emergency rescue of a potentially comatose
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patient.

We intend to conduct a Phase 2 trial in Australia to evaluate the performance of our ZP-Glucagon product candidate in
type 1 diabetic patients at 0.5 milligram, or mg, and 1.0 mg doses, with induction of hypoglycemia, in
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comparison to comparable doses of glucagon administered by intramuscular injection. We expect to commence, or
treat the first patient in, this Phase 2 trial in Australia in the first quarter of 2015 and also complete the trial in the first
quarter of 2015.

ZP-Triptan is our proprietary formulation of zolmitriptan, one of a class of serotonin receptor agonists known as
triptans used for the treatment of migraine, a debilitating neurological disease. Most triptans on the market have a long
Tyax, Or time after administration before maximum serum concentration is reached, and published data indicates a
correlation between Ty, x and onset and completeness of pain relief. ZP-Triptan has demonstrated a Ty, x of nine
minutes in preclinical studies and does not depend on gastrointestinal absorption. As a result, we believe it could
provide an attractive alternative to currently marketed triptan products for the treatment of migraine.

In the fourth quarter of 2013, we completed preclinical animal studies that compared the pharmacokinetic profile of
ZP-Triptan to that of zolmitriptan administered intravenously. In these preclinical studies, ZP-Triptan demonstrated
rapid onset and bioavailability comparable to intravenous delivery. In 2014, we continued further confirmatory
development of ZP-Triptan with additional preclinical studies. We intend to commence a Phase 1 trial in the first half
of 2015 to compare the pharmacokinetic and safety/tolerability profiles of escalated patch doses of zolmitriptan to
those of one commercial subcutaneous injection of sumatriptan, a synthetic triptan used for the treatment of migraine,
in healthy volunteers. Our Phase 2 trial, which we expect to commence in the second half of 2015, will be designed to
assess the safety and efficacy of ZP-Triptan patches in the acute treatment of migraine in adults.

Our collaboration with Novo Nordisk. In January 2014, we entered into a strategic partnership and license agreement
with Novo Nordisk A/S, or Novo Nordisk, to develop a microneedle patch product to administer semaglutide, Novo
Nordisk s investigational proprietary human glucagon-like peptide-1 analogue, or GLP-1, to be applied once weekly
using our system for the treatment of type 2 diabetes. Under the terms of the agreement, we have granted Novo
Nordisk a worldwide, exclusive license to develop and commercialize GLP-1 products, with the initial product
candidate being Novo Nordisk s semaglutide using our microneedle patch system. We received a $1 million upfront
payment from Novo Nordisk, and we are eligible to receive payments upon achieving certain preclinical, clinical,
regulatory and sales milestones which could total $60 million for the first product and $55 million for each additional
product. We are also eligible to receive royalties on sales of GLP-1 products in the low to mid single digits and will
receive development support, as well as reimbursement of all development and manufacturing costs relating to the
Novo Nordisk program. Novo Nordisk will, pending successful outcomes of nonclinical and clinical testing, be
responsible for commercialization of all products under the agreement.

Microneedle Patch System for Drug Delivery

Our microneedle patch painlessly delivers therapeutic compounds into the skin and provides rapid systemic drug
delivery in a convenient, easy-to-use system that offers the following therapeutic and practical benefits, among others:

rapid onset and high bioavailability

room-temperature stability
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consistent delivery independent of the gastrointestinal tract

convenience and ease of use

short wear-time, typically 30 minutes or less, with near complete drug delivery (resulting in no drug
overdose if the patient forgets to remove the patch); and

avoidance of the biohazard disposal and safety risks associated with needle injections.
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Our microneedle patch system consists of a 3 to 6 cm? array of titanium microneedles approximately 200-350 microns
long, coated with a hydrophilic formulation of the relevant drug, and attached to an adhesive patch. The patch is
applied with a hand-held applicator that painlessly presses the microneedles into the skin to a uniform depth in each
application, close to the capillary bed, allowing for rapid and consistent dissolution and absorption of the drug coating,
yet short of the nerve endings in the skin. The typical patch wear time is 30 minutes or less, avoiding skin irritation.
We believe our applicator has an intuitive, simple and patient-friendly design and is available in reusable form for
chronic indications or in a disposable, single-use form for acute indications.

We believe our microneedle patch system has the potential to deliver a wide range of therapeutic compounds,
including biologics and other large, complex molecules that have historically been difficult to deliver transdermally.
Our patch is small and unobtrusive compared to existing transdermal products and our mechanical applicator is simple
and easy to use, unlike some transdermal systems that involve cumbersome, complex and costly devices with external
power sources.

We have tested our microneedle patch system in preclinical studies and clinical trials that demonstrated its technical
feasibility with approximately 30 compounds, ranging from small molecules to proteins, including the following:
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Over 30,000 of our patches have been applied to over 400 patients in seven Phase 1 clinical trials and one Phase 2
trial. Based on this research, we believe that our microneedle patch system can be used to deliver treatments for a wide
variety of indications beyond those on which we are currently focused, where fast onset, room-temperature stability
and ease of use will fill a significant unmet need.

We intend, independently or through strategic collaborations with others, to explore these and other potential
applications of our microneedle patch system. We anticipate that our internal development programs will focus on
delivery of premium-priced drugs, and that we will collaborate with third parties with respect to delivery of their
proprietary drugs.

Our Strategy

Our goal is to make transdermal drug delivery a standard of care for delivering drugs requiring fast onset. The key
elements of our strategy are to:

Pursue indications with high unmet medical need and greater probability of clinical, regulatory and
commercial success with a competitive pricing model.

Maintain our focus on effective execution of our clinical trials.

Expand our manufacturing capabilities and reduce our cost of goods.

Develop a targeted commercial infrastructure.

Partner selectively to expand the utilization of our microneedle patch drug delivery platform.
Intellectual Property

As of October 31, 2014, we held exclusive licenses to or owned 22 United States patents and nine United States patent
applications, as well as numerous foreign counterpart patents and patent applications (including two Patent
Cooperation Treaty patent applications), covering key features of our microneedle patch system, such as formulation,
coating, array design, patch anchoring, patch application, delivery, manufacturing and packaging. We believe that the
remaining life of our patent portfolio may make our technology particularly attractive for third parties seeking to
extend the lifecycle of profitable drugs nearing the expiration of their patent protection.

Risks Associated with our Business
Our ability to implement our business strategy is subject to numerous risks of which you should be aware before
making an investment decision. These risks are described more fully in the section entitled Risk Factors beginning on

page 12 of this prospectus. You are encouraged to read that section in its entirety before making an investment
decision. These risks include, but are not limited to, the following:
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We have a history of losses. We expect to continue to incur losses over the next several years and may never
achieve or maintain profitability.

We have recognized only limited revenues and will need to raise additional capital to operate our business,
which may cause dilution to our existing stockholders, restrict our operations or require us to relinquish
rights to our technologies or lead product candidates.

Our loan facility with Hercules Technology Growth Capital and our secured note payable to our largest
stockholder, an affiliate of BioMed Realty Trust, or BMR, each impose restrictions on our business, and if

we default on our obligations, Hercules or BMR s affiliate would have a right to foreclose on substantially all
of our assets, including our intellectual property and proceeds of this offering and of the concurrent private
placement with Lilly. We intend to use a portion of the proceeds of this offering
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to make required payments of interest and principal as they become due under the loan facility with Hercules
and the secured note payable to BMR s affiliate.

The development and commercialization of our proposed products are subject to many risks. If we do not
successfully develop and commercialize our proposed products, our business will be adversely affected.

The commercialization of large dose products using our microneedle patch system may be dependent on the
development of different size patches and/or different designs for our patch applicator. If we are not
successful in implementing these developments in the time frames we expect, the commercialization of
products that would benefit from such developments may be delayed and, as a result, our results of
operations may be adversely affected.

Clinical trials are very expensive, time-consuming and difficult to design and implement.

We use our own customized equipment to coat and package our microneedle patch system, making us
vulnerable to production and supply problems that could negatively impact our sales.

We have no experience selling, marketing or distributing products and have limited internal capability to do
so, and we have limited experience manufacturing our proposed products.

If we fail to comply with our obligations to our licensor in our intellectual property license, we could lose
license rights that are important to our business.

Our failure to obtain and maintain patent protection for our technology and our products could permit our
competitors to develop and commercialize technology and products similar or identical to ours, and our
ability to successfully commercialize our technology and products may be adversely affected.

We may not successfully manage our growth.

Concurrent Private Placement

Lilly has agreed to purchase up to $15 million worth of our common stock in a separate private placement concurrent
with the closing of this offering, at a price per share equal to the initial public offering price. Lilly may elect to not
purchase any shares that would cause Lilly to own in excess of 18% of our outstanding common stock after this
offering and the concurrent private placement (which would result in Lilly investing less than $15 million). The sale
of shares to Lilly in the concurrent private placement will not be registered under the Securities Act of 1933, as
amended. We have agreed to pay the representatives of the underwriters a private placement fee in an amount equal to
3.5% of the gross proceeds of the concurrent private placement.
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Corporate Information

We were incorporated under the laws of the State of Delaware as ZP Holdings, Inc. in January 2012, and changed our
name to Zosano Pharma Corporation in June 2014. Our business was spun out of ALZA Corporation, a subsidiary of
Johnson & Johnson, in October 2006. We were originally incorporated under the name The Macroflux Corporation,
and changed our name to Zosano Pharma, Inc. in 2007 following the spin-off from Johnson & Johnson. In April 2012,
in a transaction to recapitalize the business, a wholly-owned subsidiary of ZP Holdings was merged with and into
Zosano Pharma, Inc., whereby Zosano Pharma, Inc. was the surviving entity and became a wholly-owned subsidiary
of ZP Holdings. In June 2014, Zosano Pharma, Inc. changed its name to ZP Opco, Inc. Our principal executive offices
are located at 34790 Ardentech Court, Fremont, California 94555. Our telephone number is (510) 745-1200. Our
website address is www.zosanopharma.com. The information contained on our website is not incorporated by
reference into this prospectus, and you should not consider any information contained on, or that can be accessed
through, our website as part of this prospectus or in deciding whether to purchase our common stock.
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This prospectus contains references to our trademarks and to trademarks belonging to other entities. Solely for
convenience, trademarks and trade names referred to in this prospectus, including logos, artwork, and other visual
displays, may appear without the ® or  symbols, but such references are not intended to indicate that we or their
respective owners will not assert, to the fullest extent under applicable law, our rights or the rights of the applicable
licensor to these trademarks and trade names. We do not intend our use or display of other companies trade names or
trademarks to imply a relationship with, or endorsement or sponsorship of us by, any such companies.

Implications of Being an Emerging Growth Company

As a company with less than $1 billion in revenue during our last fiscal year, we qualify as an emerging growth
company as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act. As an emerging growth
company, we may take advantage of specified reduced disclosure and other requirements that are otherwise applicable
generally to public companies. These provisions include:

being permitted to provide only two years of audited financial statements, in addition to any required
unaudited interim financial statements, with correspondingly reduced Management s Discussion and
Analysis of Financial Condition and Results of Operations disclosure;

not being required to comply with the auditor attestation requirements in the assessment of our internal
control over financial reporting;

not being required to comply with any requirement that may be adopted by the Public Company Accounting
Oversight Board regarding mandatory audit firm rotation or a supplement to the auditor s report providing
additional information about the audit and the financial statements;

reduced disclosure obligations regarding executive compensation; and

not being required to hold a non-binding advisory vote on executive compensation or obtain stockholder

approval of any golden parachute payments not previously approved.
We may take advantage of these exemptions for up to five years or such earlier time that we are no longer an
emerging growth company. We will cease to be an emerging growth company if we have more than $1 billion in
annual revenue, we have more than $700 million in market value of our stock held by non-affiliates or we issue more
than $1 billion of non-convertible debt over a three-year period. We may choose to take advantage of some, but not
all, of the available exemptions. We have taken advantage of certain reduced reporting burdens in this prospectus.
Accordingly, the information contained herein may be different than the information you receive from other public
companies in which you hold stock.

In addition, the JOBS Act provides that an emerging growth company can take advantage of an extended transition

period for complying with new or revised accounting standards. This allows an emerging growth company to delay
the adoption of certain accounting standards until those standards would otherwise apply to private companies. We
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have irrevocably elected not to avail ourselves of this exemption from new or revised accounting standards and,
therefore, we will be subject to the same new or revised accounting standards as other public companies that are not
emerging growth companies.

Index to Financial Statements

20



Edgar Filing: Zosano Pharma Corp - Form S-1/A

Table of Conten

Index to Financial men
The Offering
Common stock offered by us shares
Common stock to be sold in the concurrent shares (assuming an initial public offering price of $ per

private placement to Eli Lilly and Company share, which is the midpoint of the price range set forth on the cover page
of this prospectus).

Common stock to be outstanding after this shares ( shares in the event the underwriters elect to exercise

offering and the concurrent private in full their over-allotment option to purchase additional shares from us).

placement

Use of proceeds We estimate that the net proceeds from this offering will be
approximately $ million, or approximately $ million if the
underwriters exercise in full their over-allotment option, based on the
initial public offering price of $ per share, which is the midpoint of

the price range set forth on the cover page of this prospectus, after
deducting estimated underwriting discounts and commissions and
estimated offering expenses payable by us. We will also receive net
proceeds of up to $14.5 million from the sale of common stock to Lilly in
the concurrent private placement, after payment by us of the private
placement fee due to the representatives of the underwriters. We plan to
use the net proceeds from this offering and the concurrent private
placement to prepare for a Phase 3 clinical trial of our Daily ZP-PTH
product candidate, conduct Phase 2 and Phase 3 clinical trials of our
ZP-Glucagon product candidate and conduct preclinical studies and
Phase 1 and Phase 2 clinical trials of our ZP-Triptan product candidate.
We intend to use remaining amounts to fund research and development
for ZP-Triptan and our preclinical pipeline, to make required payments
of interest and principal as they become due under our loan facility with
Hercules Technology Growth Capital and our secured note payable to
our largest stockholder, an affiliate of BioMed Realty Trust, expand and
enhance our manufacturing capabilities, and for working capital and
other general corporate purposes. See Use of Proceeds on page 47 for
additional information.

Risk factors You should read the Risk Factors section beginning on page 12 and other
information included in this prospectus for a discussion of factors to
consider carefully before deciding to invest in shares of our common
stock.
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Certain of our existing investors have indicated an interest in purchasing an aggregate amount of up to $5 million
worth of our common stock in this offering at the initial public offering price. However, because indications of
interest are not binding agreements or commitments to purchase, the underwriters may determine to
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sell more, less or no shares in this offering to any of these potential investors, or any of these potential investors may
determine to purchase more, less or no shares in this offering. Any shares purchased by these potential investors will
be subject to lock-up restrictions described in Shares Eligible for Future Sale.

The number of shares of our common stock to be outstanding after this offering and the concurrent private placement
set forth above is based on 5,140,359 shares of our common stock outstanding as of October 31, 2014, and includes an
additional shares of our common stock that will be issued upon the automatic conversion of our convertible
promissory notes outstanding at October 31, 2014, assuming an initial public offering price of $ per share, which
is the midpoint of the price range set forth on the cover page of this prospectus. By their terms, if the closing of this
offering occurs on or before March 31, 2015 and we raise gross proceeds of at least $25 million, the principal and all
unpaid and accrued interest on each note will automatically convert into our common stock at a conversion price equal
to 85% of our initial public offering price.

The number of shares of common stock to be outstanding after this offering and the concurrent private placement set
forth above excludes:

31,674 shares of common stock issuable upon the exercise of a warrant outstanding as of October 31, 2014
at an exercise price of $8.84 per share;

526,890 shares of common stock issuable upon the exercise of stock options outstanding under our 2012
Stock Incentive Plan as of October 31, 2014, at a weighted average exercise price of $1.58 per share;

24,328 shares of common stock available for future issuance under our 2012 Stock Incentive Plan as of
October 31, 2014; and

an additional 1,400,000 shares of our common stock that will be made available for future issuance under
our 2014 Equity and Incentive Plan adopted in connection with the closing of this offering.
Except as otherwise noted, all information in this prospectus:

gives effect to a 1-for-4 reverse split of our common stock effected on July 11, 2014;

assumes no exercise of outstanding options or the warrant described above;

assumes the issuance and sale of shares of common stock (assuming an initial public offering
price of $ per share, which is the midpoint of the price range set forth on the cover page of this
prospectus) to Lilly in the concurrent private placement;
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assumes no exercise by the underwriters of their over-allotment option; and

gives effect to the amendment and restatement of our certificate of incorporation and bylaws upon the
closing of this offering.
Conflicts of Interest

Theodore D. Roth, the President and an associated person of Roth Capital Partners, LLC, or Roth, one of the
book-running managers and representatives of the underwriters in this offering, is also a director of BMR. Under the
rules of the Financial Regulatory Authority, Inc., a conflict of interest is deemed to exist with respect to Roth because
Mr. Roth is deemed to control BMR (as a director of BMR) and BMR is deemed to control us (as an affiliate of a
beneficial owner of in excess of 10% of our outstanding capital stock). A portion of the net proceeds of this offering
will be used to make required payments of interest and principal as they become due under our note payable to our
largest stockholder, which is an affiliate of BMR. See Use of Proceeds.
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Summary Financial Data

The following summary financial data should be read together with our audited consolidated financial statements and
accompanying notes and Management s Discussion and Analysis of Financial Condition and Results of Operations
appearing elsewhere in this prospectus. Our summary statements of operations data for the nine months ended
September 30, 2014 and 2013 and the selected balance sheet data as of September 30, 2014 are derived from our
unaudited interim condensed consolidated financial statements included elsewhere in this prospectus. Our summary
statements of operations data for the years ended December 31, 2013 and 2012 are derived from our audited
consolidated financial statements included elsewhere in this prospectus. Our historical results are not necessarily
indicative of results to be expected for any future period. The summary financial data in this section are not intended
to replace our audited and unaudited consolidated financial statements and the related notes.

The pro forma balance sheet data as of September 30, 2014 gives effect to the automatic conversion to

shares of common stock of the principal and all unpaid and accrued interest on each convertible promissory
note outstanding at September 30, 2014 at a price equal to 85% of the assumed initial public offering price, upon the
closing of this offering, resulting in our liability for such notes being reclassified to additional paid-in capital. The pro
forma as adjusted balance sheet data as of September 30, 2014 gives effect to (1) the pro forma adjustments described
above and (2) our receipt of estimated net proceeds of $ million from this offering, based on the assumed initial
public offering price of $ per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, after deducting estimated underwriting discounts and commissions and estimated offering expenses
payable by us, and our receipt of net proceeds of up to $14.5 million from the sale of shares of common stock to Lilly
in the concurrent private placement, after payment by us of the private placement fee due to the representatives of the
underwriters, as if each had occurred as of September 30, 2014. The pro forma as adjusted summary financial data are
not necessarily indicative of what our financial position would have been if this offering had been completed as of the
date indicated, nor are these data necessarily indicative of our financial position for any future date or period.

Nine Months Year Ended
Ended September 30, December 31,
2014 2013 2013 2012
(unaudited)

(in thousands except per share data)
Statements of Operations Data:

Revenue:

License fees revenue $ 1,819 $ 3,688 $ 4,250 $ 9,250
Collaborative development support services 662 2,374
Total revenue 2,481 3,688 4,250 11,624

Operating expenses:

Cost of license fees revenue 100

Research and development 8,230 4,760 7,637 5,399
General and administrative 3,208 2,692 4,582 3,077
Total operating expenses 11,538 7,452 12,219 8,476
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Income (loss) from operations (9,057)

Other (expense) income:

Interest expense, net (1,261)
Other expense (143)
Warrant revaluation income

Income (loss) before equity in gain (loss) of joint venture, gain on

termination of joint venture, and gain on debt forgiveness (10,461)
Equity in gain (loss) of joint venture

Gain on termination of joint venture

Gain on debt forgiveness 497
Net income (loss) (9,964)
Net income (loss) per common share basic $ (1.95)
Net income (loss) per common share diluted $ (1.95)
Weighted-average shares outstanding basic 5,121
Weighted-average shares outstanding diluted 5,121

Pro forma net loss per common share-basic and diluted
(unaudited) (U $

Weighted-average pro forma shares used in computing pro forma
net loss per common share basic and diluted (unauditedy)

10
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(3,764)

(526)
(20)

(4,310)
45

(4,265)

$ (0.84)

$ (0.84)
5,107

5,107

(7,969)

(760)

(8,729)
(366)
3,487

$ (5,608)
$ (1.10)
$ (1.10)

5,107

5,107

3,148

(663)

71

2,556
(738)

$ 1,818
$ 047
$ 047

3,908

3,908
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As of September 30, 2014
Pro Forma
Actual Pro Forma® As Adjusted®
(unaudited; in thousands)
Balance Sheet Data:
Cash and cash equivalents $ 2,303
Working capital (deficit) $ (7.853)
Total assets $ 15,165
Long-term debt $ 14,354
Accumulated deficit $(134,187)
Total stockholders equity (deficit) $ (9,222)

ey

2

Pro forma weighted-average shares outstanding and net loss per common share for the nine months ended
September 30, 2014 reflect the conversion of the principal and all unpaid and accrued interest on each convertible
promissory note outstanding at September 30, 2014 into shares of common stock at a conversion price equal to
85% of the assumed initial public offering price, as if the conversion had occurred at the beginning of the period.
Does not give effect to the issuance of shares from this proposed initial public offering or the concurrent private
placement or to the potential effect of dilutive securities, because the impact of such issuance would be
anti-dilutive. See Note 2 to our audited consolidated financial statements included elsewhere in this prospectus.

A $1.00 increase (decrease) in the assumed initial public offering price of $ per share, which is the midpoint
of the price range set forth on the cover page of this prospectus, would increase (decrease) the pro forma as
adjusted amount of each of cash and cash equivalents, working capital, total assets and total stockholders equity
(deficit) by approximately $ million, assuming that the number of shares offered by us, as set forth on the
cover page of this prospectus, and the number of shares we issue and sell to Lilly in the concurrent private
placement remain the same, after deducting estimated underwriting discounts, commissions and the private
placement fee and estimated offering expenses payable by us. Similarly, a one million share increase (decrease)
in the number of shares offered by us, as set forth on the cover page of this prospectus, would increase (decrease)
the pro forma as adjusted amount of each of cash and cash equivalents, working capital, total assets and total
stockholders equity (deficit) by $ million, assuming the assumed initial public offering price of $ per
share (the midpoint of the price range set forth on the cover page of this prospectus) remains the same, after
deducting estimated underwriting discounts, commissions and the private placement fee and estimated offering
expenses payable by us.

11
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RISK FACTORS

Investing in our common stock involves a high degree of risk. Before you invest in our common stock, you should
carefully consider the following risks and uncertainties, as well as general economic and business risks, and all of the
other information contained in this prospectus. Any of the following risks could have a material adverse effect on our
business, operating results, financial condition and prospects and cause the trading price of our common stock to
decline, which would cause you to lose all or part of your investment. When determining whether to invest, you should
also refer to the other information contained in this prospectus, including our audited consolidated financial
statements and the related notes thereto.

RISKS RELATED TO OUR FINANCIAL POSITION AND NEED FOR ADDITIONAL CAPITAL

We have a history of losses. We expect to continue to incur losses over the next several years and may never
achieve or maintain profitability.

Since inception, we have incurred significant operating losses. For the year ended December 31, 2013 we had net
losses of $5.6 million, and for the nine months ended September 30, 2014 we had net losses of $10.0 million. As of
September 30, 2014, we had an accumulated deficit of $134.2 million. We expect to continue to incur additional
significant operating and capital expenditures and anticipate that our expenses will increase substantially in the
foreseeable future as we continue the development of our lead product candidates, Daily ZP-PTH, ZP-Glucagon and
ZP-Triptan. These expenditures will be incurred for development, clinical trials, regulatory compliance, infrastructure,
manufacturing and additional employees. Even if we succeed in developing, obtaining regulatory approval for and
commercializing one or more of our lead product candidates, because of the numerous risks and uncertainties
associated with our commercialization efforts, we are unable to predict that we will ever be able to manufacture,
distribute and sell any of our products profitably, and we may never generate revenue that is significant enough to
achieve or maintain profitability. Even if we do achieve profitability, we may not be able to sustain or increase
profitability on an ongoing basis.

We have generated only limited revenues and will need to raise additional capital to operate our business,
which may cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights
to our technologies or lead product candidates.

Since inception, we have generated no revenues from product sales. For the year ended December 31, 2013, we had
total revenue of $4.3 million, and for the nine months ended September 30, 2014, we had total revenue of

$2.5 million. Substantially all of our revenue to date has resulted from payments by collaboration partners. We are not
approved to make and have not made any commercial sales of products. We expect that our product development
activities will require additional significant operating and capital expenditures resulting in negative cash flow for the
foreseeable future. Further, after completing this offering and the concurrent private placement with Eli Lilly and
Company, or Lilly, one of our collaborators, we do not have any committed external source of funds. The net proceeds
from this offering and the concurrent private placement and our existing cash and cash equivalents will not be
sufficient to fund all of the efforts that we plan to undertake or to fund completion of clinical development of any of
our product candidates. Accordingly, unless and until we generate revenues and become profitable, we will need to
raise additional capital to continue to operate our business, including after the consummation of this offering and the
concurrent private placement.
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We expect to finance our cash needs through a combination of equity offerings, debt financing and license and
collaboration agreements. In addition, we may seek additional capital due to favorable market conditions or strategic
considerations, even if we believe we have sufficient funds for our current or future operating plans. However,
adequate and additional funding may not be available to us on acceptable terms or at all. To the extent that we raise
additional capital through the sale of equity or convertible debt securities, your ownership interest will be diluted, and
the terms of these securities may include liquidation or other preferences that adversely affect your rights as a
common stockholder. Debt financing and preferred equity financing, if available, may involve agreements that include
covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures or declaring dividends on our common stock.
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If we raise additional funds through collaborations, strategic alliances or marketing, distribution or licensing
arrangements with third parties, we may be required to relinquish valuable rights to our research programs or drug
candidates or grant licenses on terms that may not be favorable to us.

If we are unable to raise additional funds through equity or debt financings or other arrangements with third parties
when needed, we may be required to delay, limit, reduce or terminate our development or future commercialization
efforts or partner with third parties to develop and market product candidates that we would otherwise prefer to
develop and market ourselves.

Our loan facility with Hercules Technology Growth Capital, or Hercules, and our secured note payable to our
largest stockholder, an affiliate of BioMed Realty Trust, or BMR, each impose restrictions on our business, and
if we default on our obligations, Hercules or BMR would have a right to foreclose on substantially all of our
assets, including our intellectual property and proceeds of this offering and the concurrent private placement
with Lilly.

In June 2014, we entered into a senior term loan facility with Hercules, under which Hercules made a $4 million loan

to us that matures in June 2017 and bears interest at a per annum rate equal to the greater of (i) 12.05% and (ii)

12.05% plus the prime rate as reported in The Wall Street Journal minus 5.25%. In connection with our reorganization
in April 2012, we issued a secured promissory note to BMR in the original principal amount of approximately $8.6
million. The BMR note is subordinated to the Hercules loan, due in April 2016 (but is not permitted to be repaid while
the Hercules loan is outstanding) and bears interest at the same rate as the Hercules loan during the period that the
Hercules loan remains outstanding, and otherwise at the annual rate of 8%. We also agreed to covenants in connection
with the Hercules loan and the BMR note that may limit our ability to take some actions without the consent of

Hercules or BMR, as applicable. In particular, without Hercules or BMR s consent under the terms of loan facility or
the secured note, as applicable, we are restricted in our ability to:

incur indebtedness;

create liens on our property;

make payments on any subordinated debt, including the BMR note while the Hercules loan remains
outstanding;

make investments in or loans to others;

acquire assets other than in the ordinary course;

dispose of the collateral that secures the Hercules loan and the BMR note;
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transfer or sell any assets;

engage in any transaction that would constitute a change of control; and

change our corporate name, legal form or jurisdiction.
Our indebtedness to Hercules and to BMR may limit our ability to finance future operations or capital needs or to
engage in, expand or pursue our business activities. It may also prevent us from engaging in activities that could be
beneficial to our business and our stockholders unless we repay the outstanding debt, which may not be desirable or
possible.

We intend to use a portion of the proceeds from this offering to make required payments of interest and principal as
they become due under the loan facility with Hercules and the note payable to BMR. We have pledged substantially
all of our assets, including our intellectual property, to secure our obligations to Hercules under the loan facility and to
BMR under the promissory note. If we default on our obligations prior to repaying this indebtedness, and are unable to
obtain a waiver for such default, Hercules or BMR would have a right to accelerate our payments under the loan
facility or the note, as applicable, and possibly foreclose on the collateral, which would potentially include our
intellectual property and proceeds of this offering and the concurrent private
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placement with Lilly. Any such action on the part of Hercules or BMR would significantly harm our business and our
ability to operate.

We have limited operating history upon which to base an investment decision.

Although our business was formed in 2006, we have had limited operations since that time. We do not currently have
the ability to perform the sales, marketing and manufacturing functions necessary for the production and sale of our
products on a commercial scale. Our most advanced product candidate is our Daily ZP-PTH, which will be required to
undergo at least one significant additional clinical trial before it can be commercialized, if at all. The successful
commercialization of any of our product candidates will require us to perform a variety of functions, including:

continuing to conduct clinical development of our lead product candidates;

obtaining required regulatory approvals;

formulating and manufacturing products; and

conducting sales and marketing activities.
Our operations continue to be focused on organizing and staffing our company, acquiring, developing and securing
our proprietary technology and undertaking preclinical and clinical trials of our products. In addition, our previous
strategic partnership with Asahi Kasei Pharma Corporation, or Asahi, which terminated in January 2014, has
accounted for substantially all of our revenues to date. As a result, investors have a limited operating history on which
to evaluate the merits of an investment in our common stock.

We expect our financial condition and operating results to continue to fluctuate from quarter to quarter and year to
year due to a variety of factors, many of which are beyond our control. We will need to transition at some point from a
company with a research and development focus to a company capable of undertaking commercial activities. We may
encounter unforeseen expenses, difficulties, complications and delays and may not be successful in such a transition.

The report of our independent registered public accounting firm on our 2013 audited consolidated financial
statements contains an explanatory paragraph regarding our ability to continue as a going concern.

Our recurring losses from operations and negative cash flows from operations raise substantial doubt about our ability
to continue as a going concern without additional debt or equity financing. As a result, our independent registered
public accounting firm included an explanatory paragraph in its report on our audited consolidated financial
statements for 2013 with respect to this uncertainty. Substantial doubt about our ability to continue as a going concern
may materially and adversely affect the price per share of our common stock and make it more difficult for us to
obtain financing. If we are unable to obtain sufficient capital in this offering and the concurrent private placement, our
business, financial condition and results of operations will be materially and adversely affected and we will need to
obtain alternative financing or significantly modify our operational plans to continue as a going concern. Further, if
we successfully complete and receive the net proceeds from this offering and the concurrent private placement, given
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our planned expenditures for the next several years, including without limitation, expenditures in connection with our
planned clinical trials of our lead product candidates, our independent registered public accounting firm may
conclude, in connection with the preparation of our financial statements for 2014 or any subsequent period that there
continues to be substantial doubt regarding our ability to continue as a going concern.

We have prepared our financial statements on a going concern basis, which contemplates the realization of assets and
the satisfaction of liabilities and commitments in the normal course of business. The financial statements do not

include any adjustments relating to the recoverability and classification of recorded asset amounts or amounts of
liabilities that might be necessary should we be unable to continue in existence.
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RISKS RELATED TO THE DEVELOPMENT AND COMMERCIALIZATION OF OUR PRODUCT
CANDIDATES

The development and commercialization of our product candidates is subject to many risks. If we do not
successfully develop and commercialize our product candidates, our business will be adversely affected.

We are focusing our development efforts on three lead product candidates, Daily ZP-PTH, ZP-Glucagon, and
ZP-Triptan. The development and commercialization of each of these product candidates is subject to many risks
including:

we may be unable to obtain additional funding to develop our product candidates;

we may experience delays in regulatory review and approval of product candidates in clinical development;

the results of our clinical trials may not meet the level of statistical or clinical significance required by the
FDA for marketing approval;

the FDA may disagree with the number, design, size, conduct or implementation of our clinical trials;

the FDA may not find the data from preclinical studies and clinical trials sufficient to demonstrate that
clinical and other benefits outweigh its safety risks;

the FDA may disagree with our interpretation of data from our preclinical studies and clinical trials or may
require that we conduct additional studies or trials;

the FDA may not accept data generated at our clinical trial sites;

we may be unable to obtain and maintain regulatory approval of our product candidates in the United States
and foreign jurisdictions;

potential side effects of our product candidates could delay or prevent commercialization, limit the
indications for any approved drug, require the establishment of a risk evaluation and mitigation strategy, or
REMS, or cause an approved drug to be taken off the market;
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the FDA may identify deficiencies in our manufacturing processes or facilities or those of our third-party
manufacturers;

the FDA may change its approval policies or adopt new regulations;

we may need to depend on third-party manufacturers, or CMOs, to supply or manufacture our products;

we depend on clinical research organizations, or CROs, to conduct our clinical trials;

we may experience delays in the commencement of, enrollment of patients in and timing of our clinical
trials;

we may not be able to demonstrate that any of our product candidates are safe and effective as a treatment
for their respective indications to the satisfaction of the United States Food and Drug Administration, or
FDA, or other similar regulatory bodies;

we may be unable to establish or maintain collaborations, licensing or other arrangements;

the market may not accept our product candidates;

we may be unable to establish and maintain an effective sales and marketing infrastructure, either through
the creation of a commercial infrastructure or through strategic collaborations;

we may experience competition from existing products or new products that may emerge; and

we and our licensors may be unable to successfully obtain, maintain, defend and enforce intellectual property
rights important to protect our products.
If any of these risks materializes, we could experience significant delays or an inability to successfully commercialize
our drug candidates, which would have a material adverse effect on our business, financial condition and results of
operations.
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We will not be able to sell our products if we do not obtain required United States or foreign regulatory
approvals.

We cannot assure you that we will receive the approvals necessary to commercialize any of our product candidates,
including Daily ZP-PTH, ZP-Glucagon, ZP-Triptan or any product candidate we acquire or develop in the future. We
will need FDA approval to commercialize our product candidates in the United States and approvals from the
FDA-equivalent regulatory authorities in foreign jurisdictions to commercialize our product candidates in those
jurisdictions. In order to obtain FDA approval of any product candidate, we expect that we will have to submit to the
FDA a new drug application, or NDA, demonstrating that the product candidate is safe for humans and effective for
its intended indication and indicated use. This demonstration requires significant research and animal tests, which are
referred to as preclinical studies, as well as human tests, which are referred to as clinical trials. Satisfaction of the
FDA s regulatory requirements typically takes many years, depends upon the type, complexity and novelty of the
product candidate and requires substantial resources for research, development and testing. We cannot predict whether
our research and clinical approaches will result in drugs that the FDA considers safe for humans and effective for
indicated uses. The FDA has substantial discretion in the drug approval process and may require us to conduct
additional preclinical and clinical testing or to perform post-marketing studies. The approval process may also be
delayed by changes in government regulation, future legislation or administrative action or changes in FDA policy
that occur prior to or during its regulatory review. Delays in obtaining regulatory approvals may:

delay commercialization of, and our ability to derive product revenues from, our products;

impose costly procedures on us; and

diminish any competitive advantages that we may otherwise enjoy.
We may never obtain regulatory clearance for any of our product candidates. Failure to obtain approval of any of our
product candidates will severely undermine our business by leaving us without a saleable product, and therefore
without any source of revenues, unless other products can be developed. There is no guarantee that we will ever be
able to develop or acquire another product.

In foreign jurisdictions, we must receive approval from the appropriate regulatory authorities before we can
commercialize any drugs. Foreign regulatory approval processes generally include all of the risks associated with the
FDA approval procedures described above. We cannot assure you that we will receive the approvals necessary to
commercialize any of our product candidates for sale outside the United States.

Clinical trials are very expensive, time-consuming and difficult to design and implement.

Human clinical trials are very expensive, time-consuming and difficult to design and implement, in part because they
are subject to rigorous regulatory requirements. We estimate that clinical trials of Daily ZP-PTH will take at least
three years to complete and that completion of preclinical and clinical trials of ZP-Glucagon and ZP-Triptan will each
take two or more years to complete. Furthermore, failure of any product candidate can occur at any stage of the trials,
and we could encounter problems that cause us to abandon or repeat clinical trials. The commencement and
completion of clinical trials may be delayed by several factors, including:
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changes in government regulation, administrative action or changes in FDA policy with respect to clinical
trials that change the requirements for approval;

unforeseen safety issues;

determination of dosing issues;

lack of effectiveness during clinical trials;

slower than expected rates of patient recruitment and enrollment;

inability to monitor patients adequately during or after treatment; and

inability or unwillingness of medical investigators to follow our clinical protocols.
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In addition, we, the FDA, or other regulatory authorities and ethics committees with jurisdiction over our studies may
suspend our clinical trials at any time if it appears that we are exposing participants to unacceptable health risks or if

the FDA or other authorities find deficiencies in our regulatory submissions or the conduct of these trials. Therefore,

we cannot predict with any certainty the schedule for existing or future clinical trials. Any such unexpected expenses

or delays in our clinical trials could increase our need for additional capital, which may not be available on favorable

terms or at all.

If we are required to conduct additional clinical trials or other testing of our drug candidates beyond those that we
currently contemplate, if we are unable to successfully complete clinical trials of our product candidates or other
testing, if the results of these clinical trials or tests are not positive or are only modestly positive or if there are safety
concerns, we may:

be delayed in obtaining marketing approval for our drug candidates;

not obtain marketing approval at all;

obtain approval for indications or patient populations that are not as broad as intended or desired;

obtain approval with labeling that includes significant use or distribution restrictions or safety warnings;

be subject to additional post-marketing testing requirements; or

have the drug removed from the market after obtaining marketing approval.
Our development costs will also increase if we experience delays in testing or marketing approvals. We do not know
whether any of our preclinical studies or clinical trials will begin as planned, will need to be restructured or will be
completed on schedule, or at all. Significant preclinical study or clinical trial delays also could shorten any periods
during which we may have the exclusive right to commercialize our product candidates or allow our competitors to
bring drugs to market before we do, and thereby impair our ability to successfully commercialize our product
candidates.

As an organization, we have only conducted one Phase 2 clinical trial and have never conducted a Phase 3
clinical trial or submitted an NDA, and may be unable to do so for any product candidates we are developing,
including our three leading product candidates, Daily ZP-PTH, ZP-Glucagon or ZP-Triptan.

We will need to successfully complete additional Phase 2 and/or Phase 3 clinical trials and submit to the FDA for
approval one or more NDAs in order to obtain FDA approval to market each of our product candidates. The conduct
of later-stage clinical trials and the submission of a successful NDA is a complicated process. As an organization, we
have conducted only one Phase 2 clinical trial in 2008, have not conducted a Phase 3 clinical trial before, have limited
experience in preparing and submitting regulatory filings, and have not previously submitted an NDA for any product
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candidate. We also have had limited interactions with the FDA, and have not discussed our clinical trial designs or
implementation with the FDA for our ZP-Glucagon and ZP-Triptan product candidates. Consequently, we may be
unable to successfully and efficiently execute and complete necessary clinical trials in a way that leads to NDA
submission and approval of Daily ZP-PTH or any other product candidate we are developing. We may require more
time and incur greater costs than our competitors and may not succeed in obtaining regulatory approvals of products
that we develop. Failure to commence or complete, or delays in, our planned clinical trials, would prevent us from or
delay us in commercializing Daily ZP-PTH or any other product candidate we are developing.

The results of our clinical trials may not support our product claims.
Even if our clinical trials are completed as planned, we cannot be certain that the results will support our product

claims. Success in preclinical testing and early clinical trials does not ensure that later clinical trials will be successful,
and we cannot be sure that the results of later clinical trials will replicate the results of prior
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clinical trials and preclinical testing. The clinical trial process may fail to demonstrate that our product candidates are
safe for humans and effective for indicated uses. This failure would cause us to abandon a product candidate and may
delay development of other product candidates. Any delay in, or termination of, our clinical trials will delay the filing
of our NDAs with the FDA and, ultimately, our ability to commercialize our product candidates and generate
revenues. In addition, our clinical trials to date have involved small patient populations. Because of the small sample
sizes, the results of these clinical trials may not be indicative of future results.

Clinical failure can occur at any stage of clinical development. Because the results of earlier clinical trials are
not necessarily predictive of future results, any product candidate we advance through clinical trials may not
have favorable results in later clinical trials or receive regulatory approval.

Clinical failure can occur at any stage of clinical development. Clinical trials may produce negative or inconclusive
results, and we may decide, or regulators may require us, to conduct additional clinical or preclinical trials. In
addition, data obtained from trials are susceptible to varying interpretations, and regulators may not interpret our data
as favorably as we do, which may delay, limit or prevent regulatory approval. Success in preclinical testing and early
clinical trials does not ensure that later clinical trials will generate the same results or otherwise provide adequate data
to demonstrate the efficacy and safety of a product candidate. Frequently, product candidates that have shown
promising results in early clinical trials have subsequently suffered significant setbacks in later clinical trials. In
addition, the design of a clinical trial can determine whether its results will support approval of a product and flaws in
the design of a clinical trial may not become apparent until the clinical trial is well advanced. While members of our
management team have experience in designing clinical trials, our company has limited experience in designing
clinical trials and we may be unable to design and execute a clinical trial to support regulatory approval. Further,
clinical trials of potential products often reveal that it is not practical or feasible to continue development efforts. For
example, if the results of our Daily ZP-PTH trial do not achieve the primary efficacy endpoints or demonstrate
expected safety, the prospects for approval of Daily ZP-PTH would be materially and adversely affected. If Daily
ZP-PTH or our other product candidates are found to be unsafe or lack efficacy, we will not be able to obtain
regulatory approval for them and our business would be harmed.

We are conducting, and may in the future conduct, clinical trials for product candidates in sites around the
world, and government regulators, including the FDA in the United States, may choose to not accept data from
trials conducted in such locations.

We have conducted, and may in the future choose to conduct, one or more of our clinical trials outside the United
States. For example, our Phase 2 clinical trial for Daily ZP-PTH was conducted in Mexico and Argentina in addition
to the United States, and our Phase 1 clinical trial for ZP-Glucagon was conducted in Australia.

There is no guarantee that data from these clinical trials will be accepted by regulators approving our product
candidates for commercial sale. In the case of the United States, although the FDA may accept data from clinical trials
conducted outside the United States, acceptance of this data is subject to certain conditions imposed by the FDA. For
example, the clinical trial must be well designed and conducted and performed by qualified investigators in
accordance with ethical principles. The study population must also adequately represent the United States population,
and the data must be applicable to the United States population and United States medical practice in ways that the
FDA deems clinically meaningful. Generally, the patient population for any clinical trials conducted outside of the
United States must be representative of the population for whom we intend to label the product in the United States. In
addition, while these clinical trials are subject to the applicable local laws, FDA acceptance of the data will be
dependent upon its determination that the trials also complied with all applicable U.S. laws and regulations. There can
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be no assurance the FDA will accept data from trials conducted outside of the United States. If the FDA does not
accept the data from our clinical trials, it would likely result in the need for additional trials, which would be costly

and time-consuming and delay or permanently halt our development of ZP-Glucagon or any future product
candidates. Similar regulations and risks apply to other jurisdictions as well.
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In addition, the conduct of clinical trials outside the United States could have a significant impact on us. Risks
inherent in conducting international clinical trials include:

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

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

foreign exchange fluctuations; and

diminished protection of intellectual property in some countries.
Even if our product candidates receive regulatory approval, we may still face future development and
regulatory difficulties.

The manufacturing processes, post-approval clinical data, labeling, advertising and promotional activities for our
product candidates will be subject to continual requirements of and review by the FDA and other regulatory
authorities. These requirements include submissions of safety and other post-marketing information and reports,
registration and listing requirements, current good manufacturing practices, or cGMP requirements relating to quality
control, quality assurance and corresponding maintenance of records and documents, requirements regarding the
distribution of samples to physicians and recordkeeping. The regulatory approvals for our product candidates may be
subject to limitations on the indicated uses for which the products may be marketed or to the conditions of approval,
or contain requirements for costly post-marketing testing and surveillance to monitor the safety or efficacy of the
product candidate. The FDA closely regulates the post-approval marketing and promotion of drugs and drug delivery
devices to ensure they are marketed only for the approved indications and in accordance with the provisions of the
approved labeling. The FDA imposes stringent restrictions on manufacturers communications regarding off-label use
and, if we do not market our products for their approved indications, we may be subject to enforcement action for
off-label marketing.

The FDA has the authority to require a REMS as part of an NDA or after approval, which may impose further
requirements or restrictions on the distribution or use of an approved drug, such as limiting prescribing to certain
physicians or medical centers that have undergone specialized training, limiting treatment to patients who meet certain
safe-use criteria or requiring patient testing, monitoring and/or enrollment in a registry. The FDA currently requires a
REMS for Forteo® and will likely require a post-approval REMS for Daily ZP-PTH.

With respect to sales and marketing activities by us or any future partner, advertising and promotional materials must
comply with FDA rules in addition to other applicable federal, state and local laws in the United States and similar
legal requirements in other countries. In the United States, the distribution of product samples to physicians must
comply with the requirements of the U.S. Prescription Drug Marketing Act. Application holders must obtain FDA
approval for product and manufacturing changes, depending on the nature of the change. We may also be subject,
directly or indirectly through our customers and partners, to various fraud and abuse laws, including, without
limitation, the U.S. Anti-Kickback Statute, U.S. False Claims Act, and similar state laws, which impact, among other
things, our proposed sales, marketing, and scientific/educational grant programs. If we participate in the U.S.
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Medicaid Drug Rebate Program, the Federal Supply Schedule of the U.S. Department of Veterans Affairs, or other
government drug programs, we will be subject to complex laws and regulations regarding reporting and payment
obligations. All of these activities are also potentially subject to U.S. federal and state consumer protection and unfair
competition laws. Similar requirements exist in many of these areas in other countries.

In addition, our product labeling, advertising and promotion would be subject to regulatory requirements and
continuing regulatory review. The FDA strictly regulates the promotional claims that may be made about prescription
products. In particular, a product may not be promoted for uses that are not approved by the FDA as reflected in the
product s approved labeling. If we receive marketing approval for our products, physicians may nevertheless legally
prescribe our products to their patients in a manner that is inconsistent with the approved label. If we are found to
have promoted such off-label uses, we may become subject to significant liability and

19

Index to Financial Statements 43



Edgar Filing: Zosano Pharma Corp - Form S-1/A

Table of Conten

Index to Financial men

government fines. The FDA and other agencies actively enforce the laws and regulations prohibiting the promotion of
off-label uses, and a company that is found to have improperly promoted off-label uses may be subject to significant
sanctions, including revocation of its marketing approval. The federal government has levied large civil and criminal
fines against companies for alleged improper promotion and has enjoined several companies from engaging in
off-label promotion. The FDA has also requested that companies enter into consent decrees of permanent injunctions
under which specified promotional conduct is changed or curtailed.

In addition, later discovery of previously unknown problems with our product candidates, manufacturing processes, or
failure to comply with regulatory requirements, may yield various results, including:

restrictions on such product candidate, or manufacturing processes;

restrictions on the labeling or marketing of a product;

restrictions on product distribution or use;

requirements to conduct post-marketing clinical trials;

warning or untitled letters;

withdrawal of the products from the market;

refusal to approve pending applications or supplements to approved applications that we submit;

recall of products;

fines, restitution or disgorgement of profits or revenue;

suspension or withdrawal of marketing approvals;

refusal to permit the import or export of our products;

product seizure; or
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injunctions or the imposition of civil or criminal penalties.
The occurrence of any event or penalty described above may inhibit our ability to commercialize our products and
generate revenue. Adverse regulatory action, whether pre- or post-approval, can also potentially lead to product
liability claims and increase our product liability exposure.

We or our partners may choose not to continue developing or commercialize a product or product candidate at
any time during development or after approval, which would reduce or eliminate our potential return on
investment for that product or product candidate.

We currently do not have any products approved for sale. We have three product candidates in early stages of research
and development. In addition, we have recently entered into strategic partnership and license agreements with Lilly to
commercialize Daily ZP-PTH and with Novo Nordisk A/S, or Novo Nordisk, to commercialize Novo Nordisk s
proprietary GLP-1, in each case using our microneedle patch system.

At any time, we or our partners may decide to discontinue the development of a marketed product or product
candidate or not to continue commercializing a marketed product or a product candidate for a variety of reasons,
including the appearance of new technologies that make our product obsolete, the position of our partner in the
market, competition from a competing product, or changes in or failure to comply with applicable regulatory
requirements. For example, from 2011 to 2013, we were a party to a strategic partnership and exclusive license
agreement with Asahi to commercialize Asahi s Teribont™ product using our microneedle patch system. In January
2014, this relationship with Asahi was terminated. If we or our partners terminate a program in which we have
invested significant resources, we will not receive any return on our investment and we will have lost the opportunity
to allocate those resources to potentially more productive uses. If one of our partners terminates a
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development program or ceases to market an approved or commercial product, we will not receive any future
milestone payments or royalties relating to that program or product under our partnership agreement with that party.

We are dependent on the successful development of our three leading product candidates.

We are dependent on the successful development of our three leading product candidates, Daily ZP-PTH,
ZP-Glucagon and ZP-Triptan. We cannot assure you that we will be able to complete the clinical trials required for
each product candidate in a timely manner, or at all, and ultimately obtain regulatory approval for any of these product
candidates. If we are unable to complete clinical trials of and obtain regulatory approval for our product candidates,
our business will be significantly affected.

The commercialization of large dose products using our microneedle patch system may be dependent on the
development of different size patches and/or different designs for our patch applicator. If we are not successful
in implementing these developments in the time frames we expect, the commercialization of products that
would benefit from such developments may be delayed and, as a result, our results of operations may be
adversely affected.

Our microneedle patch system can be used to deliver numerous medications for a wide variety of indications. Our
ability to successfully commercialize any given drug product using our microneedle patch system may be dependent
on large scale development of different patch sizes or different designs for our patch applicator. Delays in the
development of different size patches and/or different designs for our patch applicator, may adversely affect our
business, financial condition and results of operations.

Our long-term growth will be limited unless we successfully develop a pipeline of additional product
candidates.

Our long-term growth will be limited unless we successfully develop a pipeline of additional product candidates. We
do not have internal new drug discovery capabilities, and our primary focus is on developing improved transdermal
drug delivery systems by reformulating drugs previously approved by the FDA using our proprietary technologies.

If we are unable to expand our product candidate pipeline and obtain regulatory approval for our product candidates
on the timelines we anticipate, we will not be able to execute our business strategy effectively and our ability to
substantially grow our revenues will be limited, which would harm our long-term business, results of operations,
financial condition and prospects.

We may expend our limited resources to pursue a particular product candidate and fail to capitalize on
product candidates that may be more profitable or for which there is a greater likelihood of success.

Because we have limited financial and managerial resources, we have decided to focus on developing product
candidates that we identified for treatment of severe osteoporosis, severe hypoglycemia and migraine. As a result, we
may forego or delay pursuit of opportunities with other product candidates or for other indications that later prove to
have greater commercial potential. Our resource allocation decisions may cause us to fail to capitalize on viable
commercial product candidates or profitable market opportunities. Our spending on current and future research and
development programs and product candidates for specific indications may not yield any commercially viable
products. If we do not accurately evaluate the commercial potential or target market for a particular product candidate,
we may relinquish valuable rights to that product candidate through collaboration, licensing or other royalty
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arrangements in cases in which it would have been more advantageous for us to retain sole development and
commercialization rights to such product candidate.

If serious adverse or inappropriate side effects are identified during the clinical trials of our product
candidates, we may need to abandon our development of some of these candidates.

All of our product candidates are still in preclinical or clinical development. Our products may have undesirable side
effects, or have characteristics that are unexpected.
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If Daily ZP-PTH or any of our other product candidates cause serious adverse events or undesirable side effects:

regulatory authorities may impose a clinical hold which could result in substantial delays and adversely
impact our ability to continue development of the product;

regulatory authorities may require the addition of labeling statements, specific warnings, a contraindication

or field alerts to physicians and pharmacies;

we may be required to change the way the product is administered, conduct additional clinical trials or
change the labeling of the product;

we may be required to implement a risk minimization action plan, which could result in substantial cost
increases and have a negative impact on our ability to commercialize the product;

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

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

sales of the product may decrease significantly;

regulatory authorities may require us to take our approved product off the market;

we may be subject to litigation or product liability claims; and

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

We manufacture our products internally and may encounter manufacturing failures that could impede or
delay supply for our clinical trials or our product candidates.

Any failure in our internal manufacturing operations could cause us to be unable to meet the demand for product

candidates for our clinical trials and delay the development or regulatory approval of our product candidates. Our
internal manufacturing operations may encounter difficulties involving, among other things, production yields,
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regulatory compliance, quality control and quality assurance, and shortages of qualified personnel. Regulatory
approval of our product candidates could be impeded, delayed, limited or denied if the FDA does not maintain the
approval of our manufacturing processes and facilities.

In addition, once approved, we plan to manufacture our products for commercial sale internally. We have no
experience producing our microneedle patch system in commercial quantities, which would require additional
manufacturing equipment and space. Upon commercialization, there will be a need for additional infrastructure at our
Fremont manufacturing facility and there will be additional regulatory requirements for the aseptic manufacturing
required by the FDA for commercialization.

Proceeds from this offering and the concurrent private placement in part will be used to develop and expand our
internal manufacturing capabilities. Difficulties could result in commercial supply shortfalls of our products, delay in

the commercial launch of any of our product candidates, if approved, delay in our preclinical studies, clinical trials
and regulatory submissions, or the recall or withdrawal of our products from the market.
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Even if we receive regulatory approval for any product candidate, we still may not be able to successfully
commercialize it and the revenue that we generate from its sales, if any, may be limited.

If approved for marketing, the commercial success of our products will depend upon their acceptance by the medical
community, including physicians, patients and health care payors. The degree of market acceptance of any product
candidate will depend on a number of factors, including:

demonstration of clinical safety and efficacy of our products generally;

relative convenience and ease of administration;

prevalence and severity of any adverse effects;

willingness of physicians to prescribe our product and of the target patient population to try new therapies
and routes of administration;

efficacy and safety of our products compared to competing products;

introduction of any new products, including generics, that may in the future become available to treat
indications for which our products may be approved;

new procedures or methods of treatment that may reduce the incidences of any of the indications in which
our products may show utility;

pricing and cost-effectiveness;

effectiveness of our or any future collaborators sales and marketing strategies;

limitations or warnings contained in FDA-approved labeling; and

our ability to obtain and maintain sufficient third-party coverage or reimbursement from government health
care programs, including Medicare and Medicaid, private health insurers and other third-party payors.
If any of our product candidates are approved, but do not achieve an adequate level of acceptance by physicians,
health care payors and patients, we may not generate sufficient revenue and we may not be able to achieve or sustain
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profitability. Our efforts to educate the medical community and third-party payors on the benefits of our product
candidates may require significant resources and may never be successful.

Even if we obtain regulatory approvals, the timing or scope of any approvals may prohibit or reduce our ability to
commercialize our product candidates successfully. For example, if the approval process takes too long, we may miss
market opportunities and give other companies the ability to develop competing products or establish market
dominance. Any regulatory approval we ultimately obtain may be limited or subject to restrictions or post-approval
commitments that render our product candidates not commercially viable. For example, regulatory authorities may
approve our product candidates for fewer or more limited indications than we request, may not approve the price we
intend to charge for our product candidates, may grant approval contingent on the performance of costly
post-marketing clinical trials, or may approve our product candidates with a label that does not include the labeling
claims necessary or desirable for the successful commercialization of that indication. Further, the FDA may place
conditions on approvals including potential requirements or risk management plans and the requirement for a REMS
to assure the safe use of the drug or a black-box warning (which is a warning required by the FDA that appears on the
package insert for or in literature describing certain prescription drugs, signifying that medical studies indicate that the
drug carries a significant risk of serious adverse effects). If the FDA concludes a REMS is needed, the sponsor of the
NDA must submit a proposed REMS; the FDA will not approve the NDA without an approved REMS, if required.

A REMS could include medication guides, physician communication plans, or elements to assure safe use, such as
restricted distribution methods, patient registries and other risk minimization tools. A black-box warning will limit
how we are able to market and advertise our product. Any of these limitations on approval or marketing could restrict
the commercial promotion, distribution, prescription or dispensing of our product candidates. Moreover, product
approvals may be withdrawn for non-compliance with regulatory standards or if problems occur following the
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initial marketing of the product. Any of the foregoing scenarios could materially harm the commercial success of our
product candidates.

Our future growth depends, in part, on our ability to penetrate foreign markets, where we would be subject to
additional regulatory burdens and other risks and uncertainties.

Our future profitability will depend, in part, on our ability to commercialize our product candidates in foreign markets
for which we intend to rely on collaborations with third parties. If we commercialize our products in foreign markets,
we would be subject to additional risks and uncertainties, including:

our customers ability to obtain reimbursement for our product candidates in foreign markets;

our inability to directly control commercial activities because we are relying on third parties;

the burden of complying with complex and changing foreign regulatory, tax, accounting and legal
requirements;

different medical practices and customs in foreign countries affecting acceptance in the marketplace;

import or export licensing requirements;

longer accounts receivable collection times;

longer lead times for shipping;

language barriers for technical training;

reduced protection of intellectual property rights in some foreign countries;

foreign currency exchange rate fluctuations; and

interpretation of contractual provisions governed by foreign laws in the event of a contract dispute.
Foreign sales of our product candidates could also be adversely affected by the imposition of governmental controls,
political and economic instability, trade restrictions and changes in tariffs, any of which may adversely affect our
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results of operations.
RISKS RELATED TO OUR DEPENDENCE ON THIRD PARTIES
If we are not able to establish collaborations, we may have to alter our development plans.

Our product development programs and the potential commercialization of our product candidates will require
substantial additional cash to fund expenses. Lilly will be responsible for commercialization of our Daily ZP-PTH
product candidate, if approved, and we may decide to collaborate with third parties for the development and potential
commercialization of one or more of our other product candidates.

We face significant competition in seeking appropriate collaborators. Collaborations are complex and time-consuming
to negotiate and document. We may also be restricted under collaboration agreements from entering into agreements
on certain terms with other potential collaborators. We may not be able to negotiate collaborations on acceptable
terms, or at all. If that were to occur, we may have to curtail the development of a particular product candidate, reduce
or delay its development or one or more of our other development programs, delay its potential commercialization or
reduce the scope of our sales or marketing activities, or increase our expenditures and undertake development or
commercialization activities at our own expense. If we elect to increase our expenditures to fund development or
commercialization activities on our own, we may need to obtain additional capital, which may not be available to us
on acceptable terms or at all. If we do not have sufficient funds, we will not be able to bring our product candidates to
market and generate product revenue.
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We use customized equipment to coat and package our microneedle patch system, making us vulnerable to
production and supply problems that could negatively impact our sales.

We presently use customized equipment for the coating and packaging of our microneedle patch system. Because of
the customized nature of our equipment, and the fact that we rely on third parties to manufacture our equipment, if the
equipment malfunctions and we do not have adequate inventory of spare parts or qualified personnel to repair the
equipment, we may encounter delays in the manufacture of our microneedle patch system and may not have sufficient
inventory to meet our customers demands, which could adversely affect our business, financial condition and results
of operations.

We may form strategic partnerships and collaborations in the future, and we may not realize the benefits of
such alliances.

We may form strategic partnerships, create joint ventures or collaborations or enter into licensing arrangements with
third parties that we believe will complement or augment our existing business. These relationships may require us to
incur non-recurring and other charges, increase our near- and long-term expenditures, issue securities that dilute our
existing stockholders or disrupt our management and business. In addition, we face significant competition in seeking
appropriate strategic partners and the negotiation process is time-consuming and complex.

The process of establishing and maintaining collaborative relationships is difficult, time-consuming and involves
significant uncertainty, including:

a collaboration partner may seek to renegotiate or terminate their relationships with us due to unsatisfactory
clinical results, manufacturing issues, a change in business strategy, a change of control or other reasons;

a collaboration partner may shift its priorities and resources away from our product candidates due to a
change in business strategies, or a merger, acquisition, sale or downsizing;

a collaboration partner may not devote sufficient resources towards, or cease development in, therapeutic
areas which are the subject of our strategic collaboration;

a collaboration partner may change the success criteria for a product candidate thereby delaying or ceasing
development of such candidate;

a collaboration partner could develop a product that competes, either directly or indirectly, with our product
candidate;

a significant delay in initiation of certain development activities by a collaboration partner will also delay
payment of milestones tied to such activities, thereby impacting our ability to fund our own activities;
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a collaboration partner with commercialization obligations may not commit sufficient financial or human
resources to the marketing, distribution or sale of a product;

a collaboration partner with manufacturing responsibilities may encounter regulatory, resource
or quality issues and be unable to meet demand requirements;

a dispute may arise between us and a collaboration partner concerning the research, development or
commercialization of a product candidate resulting in a delay in milestones, royalty payments or termination
of an alliance and possibly resulting in costly litigation or arbitration which may divert management
attention and resources;

a collaboration partner may use our products or technology in such a way as to invite litigation from a third
party; and

a collaboration partner may exercise a contractual right to terminate a strategic alliance.
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For example, under our strategic partnership and license agreement with Novo Nordisk, we and Novo Nordisk are
currently conducting a feasibility study to evaluate the feasibility of using our microneedle patch system for the
delivery of Novo Nordisk s proprietary GLP-1. Following the completion of this feasibility study, Novo Nordisk will
decide, in its sole discretion, whether to continue or terminate the license agreement. If Novo Nordisk elects to not
continue the license agreement, then we will not be eligible to receive any milestone or royalty payments from Novo
Nordisk under the agreement. Similarly, under our strategic partnership and license agreement with Lilly, Lilly may
terminate the agreement prior to regulatory approval of Daily-ZP PTH in the United States or Japan if we fail to
achieve certain critical success factors, or CSFs, relating to patient preference for Daily ZP-PTH, development
activities culminating in regulatory approval of Daily ZP-PTH in the United States or Japan and commercial readiness
activities. If we fail to achieve a CSF and Lilly exercises its right to terminate the license agreement, then we will not
be eligible to receive any milestone or royalty payments from Lilly under the agreement. Lilly may also terminate the
agreement at will at any time after regulatory approval of Daily ZP-PTH in the United States or Japan. If Lilly
terminates the agreement after regulatory approval of Daily ZP-PTH in the United States or Japan, then we will no
longer be eligible to receive any future milestone or royalty payments from Lilly under the agreement.

We rely on third party manufacturers for various components of our microneedle patch system, and our
business could be harmed if those third parties fail to provide us with sufficient quantities of those components
at acceptable quality levels and prices.

We rely on third party manufacturers for various components of our microneedle patch system, including active
pharmaceutical ingredients, or API, raw materials used in manufacturing, and capital equipment. Reliance on third
party manufacturers entails additional risks, including reliance on the third party for regulatory compliance and quality
assurance. In addition, third party manufacturers may not be able to comply with cGMP, or similar regulatory
requirements outside the United States. Our failure, or the failure of our third party manufacturers, to comply with
applicable regulations could result in sanctions being imposed on us, including fines, injunctions, civil penalties,
delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of products, operating
restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our product
candidates or any other product candidates or products that we may develop.

Any failure or refusal to supply the components for our product candidates that we may develop could delay, prevent
or impair our clinical development or commercialization efforts. If our contract manufacturers were to fail to fill our
purchase orders, the development or commercialization of the affected products or product candidates could be
delayed, which could have an adverse effect on our business. Any change in our manufacturers could be costly
because the commercial terms of any new arrangement could be less favorable and because the expenses relating to
the transfer of necessary technology and processes could be significant.

We rely on third parties to conduct our clinical trials and those third parties may not perform satisfactorily,
including failing to meet deadlines for the completion of such trials.

We rely on a third-party contract research organization, or CRO, to conduct our clinical trials. In addition, we rely on
other third parties, such as clinical data management organizations, medical institutions and clinical investigators, to
conduct those clinical trials. While we have agreements governing their activities, we will have limited influence over
their actual performance and we will control only certain aspects of their activities. Further, agreements with such
third parties might terminate for a variety of reasons, including a failure to perform by the third parties. If we need to
enter into alternative arrangements, that would delay our product development activities.
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Our reliance on these third parties for research and development activities will reduce our control over these activities,
but will not relieve us of our responsibilities. For example, we will remain responsible for ensuring that each of our
clinical trials is conducted in accordance with the general investigational plan and protocols for the trial. Moreover,
the FDA requires us to comply with standards, commonly referred to as good clinical practices, or GCPs, for
conducting, recording and reporting the results of clinical trials to assure that data and reported results are credible and
accurate and that the rights, integrity and confidentiality of trial participants are protected. The FDA enforces these
GCPs through periodic inspections of trial sponsors, principal investigators
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and clinical trial sites. If we or our CRO fail to comply with applicable GCPs, the clinical data generated in our
clinical trials may be deemed unreliable and the FDA may require us to perform additional clinical trials before
approving any marketing applications. Upon inspection, the FDA may determine that our clinical trials did not comply
with GCPs. In addition, our clinical trials will require a sufficiently large number of test subjects to evaluate the safety
and effectiveness of a product candidate. Accordingly, if our CROs fail to comply with these regulations or fail to
recruit a sufficient number of patients, our clinical trials may be delayed or we may be required to repeat such clinical
trials, which would delay the regulatory approval process.

Furthermore, these third parties may also have relationships with other entities, some of which may be our
competitors. If these third parties do not successfully carry out their contractual duties, meet expected deadlines, or if
the quality of the clinical data they obtain is compromised due to the failure to conduct our clinical trials in
accordance with regulatory requirements or our stated protocols, we will not be able to obtain, or may be delayed in
obtaining, marketing approvals for our drug candidates and will not be able to, or may be delayed in our efforts to,
successfully commercialize our drug candidates.

RISKS RELATED TO MARKETING AND SALE OF OUR PRODUCTS
We have no experience selling, marketing or distributing products and have limited internal capability to do so.

We currently have no sales, marketing or distribution capabilities. We do not anticipate having the resources in the
foreseeable future to allocate to the sales and marketing of our proposed products. Although we intend to develop a
targeted commercial infrastructure to market and distribute our proprietary products that we have not exclusively
licensed to others, such as our Daily ZP-PTH product candidate, our future success may depend, in part, on our ability
to enter into and maintain collaborative relationships to provide such capabilities, on the collaborators strategic
interest in the product candidates under development and on such collaborators ability to successfully market and sell
any such products. We intend to pursue collaborative arrangements regarding the sales and marketing of any approved
products. However, there can be no assurance that we will be able to establish or maintain such collaborative
arrangements, or if we are able to do so, that our collaborators will have effective sales forces. To the extent that we
decide not to, or are unable to, enter into collaborative arrangements with respect to the sales and marketing of our
proposed products, significant capital expenditures, management resources and time will be required to establish and
develop an in-house marketing and sales force with the needed technical expertise. There can also be no assurance that
we will be able to establish or maintain relationships with third-party collaborators or develop in-house sales and
distribution capabilities. To the extent that we depend on third parties for marketing and distribution, any revenues we
receive will depend upon the efforts of such third parties, and there can be no assurance that such efforts will be
successful. In addition, there can also be no assurance that we will be able to market and sell our products in the
United States or overseas.

We have limited experience manufacturing our proposed products.

We have limited experience manufacturing our product candidates. If we are unable to establish a new manufacturing
facility or expand existing manufacturing facilities, we may be unable to produce commercial materials or meet
demand, if any should develop, for our products. Any such failure could delay or prevent our development of any
product candidates and would have a material adverse effect on our business, financial condition and results of
operations.
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If our product candidates do not obtain sufficient market share against competitive products, we may not
achieve substantial product revenues and our business will suffer.

The markets for our product candidates are characterized by intense competition and rapid technological advances. All
of our product candidates will, if approved, compete with a number of existing and future drug delivery systems and
therapies developed, manufactured and marketed by others. Existing or future competing products may provide
greater therapeutic convenience or clinical or other benefits for a specific indication than our products, or may offer
comparable performance at a lower cost. If our products fail to capture and maintain market share, we may not
achieve sufficient product revenues and our business will suffer.
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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, either alone or together with their collaborative partners, operate larger
research and development programs or have substantially greater financial and other resources than we do, as well as
significantly greater experience in:

developing drugs;

undertaking preclinical testing and human clinical trials;

obtaining FDA and other regulatory approvals of drugs;

formulating and manufacturing drugs; and

launching, marketing and selling drugs.
Products developed or under development by competitors may render our product candidates or technologies
obsolete or non-competitive.

The biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and significant
technological change. Our product candidates will have to compete with existing therapies, new formulations of
existing drugs and new therapies that may be developed in the future. We face competition from pharmaceutical,
biotechnology and medical device companies, including transdermal delivery companies, in the United States and
abroad. In addition, companies pursuing different but related fields represent substantial competition. Many of these
organizations competing with us have substantially greater capital resources, larger research and development staffs
and facilities, longer drug development history in obtaining regulatory approvals and greater manufacturing and
marketing capabilities than we do. These organizations also compete with us to attract qualified personnel and parties
for acquisitions, joint ventures or other collaborations, and therefore, we may not be able to hire or retain qualified
personnel to run all facets of our business.

Our ability to generate product revenues will be diminished if we are unable to obtain third party coverage and
adequate levels of reimbursement for any approved product.

Our ability to commercialize any product candidate for which we receive regulatory approval, alone or with
collaborators, will depend in part on the extent to which coverage and reimbursement for the product will be available
from:

government and health administration authorities;
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private health maintenance organizations and health insurers; and

other healthcare payers.
Significant uncertainty exists as to the reimbursement status of newly approved healthcare products. Healthcare
payers, including Medicare, are challenging the prices charged for medical products and services. Government and
other healthcare payers increasingly attempt to contain healthcare costs by limiting both coverage and the level of
reimbursement for drugs. Even if one of our product candidates is approved by the FDA, insurance coverage may not
be available, and reimbursement levels may be inadequate, to cover such drug. If government and other healthcare
payers do not provide adequate coverage and reimbursement levels for one of our product candidates, once approved,
market acceptance of such product could be reduced.

We face potential product liability exposure, and if successful claims are brought against us, we may incur
substantial liability and may have to limit development of a product candidate or commercialization of an

approved product.

The use of our product candidates in clinical trials and the sale of any products for which we may obtain marketing
approval expose us to the risk of product liability claims. Product liability claims may be brought against
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us by participants enrolled in our clinical trials, patients, healthcare providers or others using, administering or selling
our products. If we cannot successfully defend ourselves against any such claims, we would incur substantial
liabilities. Regardless of merit or eventual outcome, product liability claims may result in:

withdrawal of clinical trial participants;

termination of clinical trial sites or entire trial programs;

costs of related litigation;

substantial monetary awards to patients or other claimants;

decreased demand for an approved product and loss of revenue;

impairment of our business reputation;

diversion of management and scientific resources from our business operations; and

the inability to commercialize an approved product.
Insurance coverage is becoming increasingly expensive, and, in the future, we may not be able to maintain insurance
coverage at a reasonable cost or in sufficient amounts to protect us against losses due to product liability. We intend to
expand our insurance coverage for products to include the sale of commercial products if we obtain marketing
approval for our product candidates, but we may be unable to obtain commercially reasonable product liability
insurance for any products approved for marketing. Large judgments have been awarded in class action lawsuits based
on drugs that had unanticipated side effects. A successful product liability claim or series of claims brought against us,
particularly if judgments exceed our insurance coverage, could cause our stock price to decline and could adversely
affect our results of operations and business.

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.
In addition, the federal, state and local laws and regulations governing the use, manufacture, storage, handling and
disposal of hazardous materials and waste products may require us to incur substantial compliance costs that could
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materially adversely affect our business, financial condition and results of operations.

Business disruptions could seriously harm our future revenues, results of operations and financial condition
and increase our costs and expenses.

Our operations could be subject to earthquakes, power shortages, telecommunications failures, water shortages,
floods, fires, extreme weather conditions, medical epidemics and other natural or manmade disasters or business
interruptions, for which we are predominantly self-insured. We do not carry insurance for all categories of risk that
our business may encounter. The occurrence of any of these business disruptions could seriously harm our operations
and financial condition and increase our costs and expenses.

RISKS RELATED TO OUR INTELLECTUAL PROPERTY

If we fail to comply with our obligations to our licensor in our intellectual property license, we could lose
license rights that are important to our business.

We are a party to an Intellectual Property License Agreement dated October 5, 2006, as amended, with ALZA
Corporation and we may enter into additional license agreements in the future. Our existing license agreement
imposes, and we expect that any future license agreements will impose, various diligence, product payment, royalty,
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insurance and other obligations on us. If we fail to comply with these obligations, our licensors may have the right to
terminate these agreements, in which event we might not be able to develop and market any product that is covered by
these agreements. Termination of these licenses or reduction or elimination of our licensed rights may result in our
having to negotiate new or reinstated licenses with less favorable terms. The occurrence of such events could have a
material adverse effect on our business, financial condition and results of operations.

Our failure to obtain and maintain patent protection for our technology and our products could permit our
competitors to develop and commercialize technology and products similar or identical to ours, and our ability
to successfully commercialize our technology and products may be adversely affected.

Our commercial success is significantly dependent on intellectual property related to our product portfolio. We are
either the licensee or assignee of numerous issued and pending patent applications that cover various aspects of our
assets, including, most importantly, our microneedle patch system and our products.

Our success depends in large part on our and our licensor s ability to obtain and maintain patent protection in the
United States and other countries with respect to our proprietary technology and products. In some circumstances, we
may not have the right to control the preparation, filing and prosecution of patent applications, or to maintain the
patents, covering technology or products that we license from third parties. Therefore, we cannot be certain that these
patents and applications will be prosecuted and enforced in a manner consistent with the best interests of our business.
In addition, if third parties who license patents to us fail to maintain such patents, or lose rights to those patents, the
rights we have licensed may be reduced or eliminated.

The patent position of biotechnology and pharmaceutical companies generally is highly uncertain, involves complex
legal and factual questions and has in recent years been the subject of much litigation. As a result, the issuance, scope,
validity, enforceability and commercial value of our and our licensor s patent rights are highly uncertain. Our and our
licensor s pending and future patent applications may not result in patents being issued which protect our technology or
products or which effectively prevent others from commercializing competitive technologies and products. Changes in
either the patent laws or interpretation of the patent laws in the United States and other countries may diminish the
value of our patents or narrow the scope of our patent protection. The laws of foreign countries may not protect our
rights to the same extent as the laws of the United States. Publications of discoveries in the scientific literature often
lag behind the actual discoveries, and patent applications in the United States and other jurisdictions are typically not
published until 18 months after filing, or in some cases not at all. Therefore, we cannot be certain that we or our
licensor were the first to make the inventions claimed in our owned and licensed patents or pending patent
applications, or that we or our licensor were the first to file for patent protection of such inventions. Assuming the
other requirements for patentability are met, the first to file a patent application is entitled to the patent. We may
become involved in opposition or interference proceedings challenging our patent rights or the patent rights of others.
An adverse determination in any such proceeding could reduce the scope of, or invalidate, our patent rights, allow
third parties to commercialize our technology or products and compete directly with us, without payment to us, or
result in our inability to manufacture or commercialize products without infringing third-party patent rights.

Even if our owned and licensed patent applications issue as patents, they may not issue in a form that will provide us
with any meaningful protection, prevent competitors from competing with us or otherwise provide us with any
competitive advantage. Our competitors may be able to circumvent our owned or licensed patents by developing
similar or alternative technologies or products in a non-infringing manner. The issuance of a patent is not conclusive
as to its scope, validity or enforceability, and our owned and licensed patents may be challenged in the courts or patent
offices in the United States and abroad. Such challenges may result in patent claims being narrowed, invalidated or
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held unenforceable, which could limit our ability to stop or prevent us from stopping others from using or
commercializing similar or identical technology and products, or limit the duration of the patent protection of our
technology and products. Given the amount of time required for the development, testing and regulatory review of
new product candidates, patents protecting such candidates might expire before or shortly after such candidates are
commercialized. As a result, our owned and licensed patent portfolio may not provide us with sufficient rights to
exclude others from commercializing products similar or identical to ours.
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The costs and other requirements associated with prosecution of pending patent applications and maintenance
of issued patents are material to us. Bearing these costs and complying with these requirements are essential to
procurement and maintenance of patents integral to our proposed product offerings.

Periodic maintenance fees, renewal fees, annuity fees and various other governmental fees on patents and/or patent
applications will come due for payment periodically throughout the lifecycle of patent applications and issued patents.
In order to help ensure that we comply with any required fee payment, documentary and/or procedural requirements as
they might relate to any patents for which we are an assignee or co-assignee, we employ legal help and related
professionals as needed to comply with those requirements. Failure to meet a required fee payment, document
production or procedural requirement can result in the abandonment of a pending patent application or the lapse of an
issued patent. In some instances the defect can be cured through late compliance but there are situations where the
failure to meet the required deadline cannot be cured. Such an occurrence could compromise the intellectual property
protection around a preclinical or clinical candidate and possibly weaken or eliminate our ability to protect our
eventual market share for that product.

Our business will be harmed if we do not successfully protect the confidentiality of our trade secrets.

In addition to our patented technology and products, we rely on trade secrets, including unpatented know-how,
technology and other proprietary information, to maintain our competitive position. We seek to protect these trade
secrets, in part, by entering into non-disclosure and confidentiality agreements with parties that have access to them,
such as our corporate collaborators, outside scientific collaborators, sponsored researchers, contract manufacturers,
consultants, advisors and other third parties. We also enter into confidentiality and invention or patent assignment
agreements with our employees and consultants. In addition, any of these parties may breach the agreements and
disclose our proprietary information, and we may not be able to obtain adequate remedies for such breaches.
Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is difficult, expensive and
time-consuming, and the outcome is unpredictable. In addition, some courts inside and outside the United States are
less willing or unwilling to protect trade secrets. If any of our trade secrets were to be lawfully obtained or
independently developed by a competitor, we would have no right to prevent them from using that technology or
information to compete with us. If any of our trade secrets were to be disclosed to or independently developed by a
competitor, our competitive position would be harmed.

We could be prevented from selling products and could be forced to pay damages and defend against litigation,
if we infringe the rights of third parties.

We conduct freedom-to-operate studies to guide our early-stage research and development away from areas where we
are likely to encounter obstacles in the form of third party intellectual property conflicts, and to assess the advisability
of licensing third party intellectual property or taking other appropriate steps to address any freedom-to-operate or
development issues. However, with respect to third party intellectual property, it is impossible to establish with
certainty that any of our product candidates will be free of claims by third party intellectual property holders or
whether we will require licenses from such third parties. Even with modern databases and on-line search engines,
literature searches are imperfect and may fail to identify relevant patents and published applications.

If our products, methods, processes or other technologies infringe the proprietary rights of other parties, we could
incur substantial costs and may have to:
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obtain licenses, which may not be available on commercially reasonable terms, if at all;

abandon an infringing product;

redesign our products or processes to avoid infringement;

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

pay damages; or
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defend litigation or administrative proceedings which may be costly whether we win or lose and which could
result in a substantial diversion of our financial and management resources.
We may pursue Section 505(b)(2) regulatory approval filings with the FDA for our product candidates where
applicable. Such filings involve significant costs, and we may also encounter difficulties or delays in obtaining
regulatory approval for our product candidates under Section 505(b)(2).

We may pursue regulatory approval of certain of our product candidates pursuant to Section 505(b)(2) of the Federal
Food, Drug and Cosmetic Act, or the FDCA. A Section 505(b)(2) application is a type of NDA that enables the
applicant to rely, in part, on the FDA s findings of safety and efficacy of a previously approved drug for which the
applicant has no right of reference, or published literature, in support of its application. Section 505(b)(2) NDAs often
provide an alternate path to FDA approval for new or improved formulations or new uses of previously approved
products. Such applications involve significant costs, including filing fees.

To the extent that a Section 505(b)(2) NDA relies on clinical trials conducted for a previously approved drug product
or the FDA s prior findings of safety and effectiveness for a previously approved drug product, the Section 505(b)(2)
applicant must submit patent certifications in its Section 505(b)(2) application with respect to any patents for the
previously approved product on which the applicant s application relies and that are listed in the FDA s Approved Drug
Products with Therapeutic Equivalence Evaluations, commonly known as the Orange Book. Specifically, the
applicant must certify for each listed patent that, in relevant part, (1) the required patent information has not been filed
by the original applicant; (2) the listed patent has expired; (3) the listed patent has not expired, but will expire on a
particular date and approval is not sought until after patent expiration; or (4) the listed patent is invalid, unenforceable
or will not be infringed by the proposed new product. A certification that the new product will not infringe the
previously approved product s listed patent or that such patent is invalid or unenforceable is known as a Paragraph IV
certification. If the applicant does not challenge one or more listed patents through a Paragraph IV certification, the
FDA will not approve the Section 505(b)(2) NDA application until all the listed patents claiming the referenced
product have expired.

If the Section 505(b)(2) NDA applicant has provided a Paragraph IV certification to the FDA, the applicant must also
send notice of the Paragraph IV certification to the owner of the referenced NDA for the previously approved product
and relevant patent holders within 20 days after the Section 505(b)(2) NDA has been accepted for filing by the

FDA. The NDA and patent holders may then initiate a patent infringement suit against the Section 505(b)(2)
applicant. Under the FDCA, the filing of a patent infringement lawsuit within 45 days of receipt of the notification
regarding a Paragraph IV certification automatically prevents the FDA from approving the Section 505(b)(2) NDA
until the earliest to occur of 30 months beginning on the date the patent holder receives notice, expiration of the
patent, settlement of the lawsuit, or until a court deems the patent unenforceable, invalid or not infringed.

If we rely in our Section 505(b)(2) regulatory filings on clinical trials conducted, or the FDA s prior findings of safety
and effectiveness, for a previously approved drug product that involves patents referenced in the Orange Book, then
we will need to make the patent certifications or the Paragraph IV certification described above. If we make a
Paragraph IV certification and the holder of the previously approved product that we referenced in our application
initiates patent litigation within the time periods described above, then any FDA approval of our Section 505(b)(2)
application would be delayed until the earlier of 30 months, resolution of the lawsuit, or the other events described
above. Accordingly, our anticipated dates of commercial introduction of our product candidates would be delayed. In
addition, we would incur the expenses, which could be material, involved with any such patent litigation. As a result,
we may invest a significant amount of time and expense in the development of our product only to be subject to
significant delay and patent litigation before our product may be commercialized, if at all.
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In addition, even if we submit a Section 505(b)(2) application that relies on clinical trials conducted for a previously
approved product where there are no patents referenced in the Orange Book for such other product with respect to
which we have to provide certifications, we are subject to the risk that the FDA could disagree
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with our reliance on the particular previously approved product, conclude that such previously approved product is not
an acceptable reference product, and require us instead to rely as a reference product on another previously approved
product that involves patents referenced in the Orange Book, requiring us to make the certifications described above
and subjecting us to additional delay, expense and the other risks described above.

We may become involved in costly and time-consuming lawsuits with uncertain outcomes to protect or enforce
our patents.

Competitors may infringe our patents. To counter infringement or unauthorized use, we may be required to file
infringement claims, which can be expensive and time consuming. In addition, in an infringement proceeding, a court
may decide that a patent of ours is invalid or unenforceable, or may refuse to stop the other party from using the
technology at issue on the grounds that our patents do not cover the technology in question. An adverse result in any
litigation proceeding could put one or more of our patents at risk of being invalidated or interpreted narrowly.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation, there is a risk that some of our confidential information could be compromised by disclosure during this
type of litigation. In addition, our licensors may have rights to file and prosecute such claims and we may be reliant on
them to do so.

We may be subject to claims that our employees have wrongfully used or disclosed alleged trade secrets of their
former employers.

Some of our employees were previously employed at universities or other biotechnology or pharmaceutical
companies, including our competitors or potential competitors. Although we try to ensure that our employees do not
use the proprietary information or know-how of others in their work for us, we may be subject to claims that we or our
employees have used or disclosed intellectual property, including trade secrets or other proprietary information, of any
such employee s former employer. Litigation may be necessary to defend against these claims. If we fail in defending
any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel. Even if we are successful in defending against such claims, litigation could result in substantial costs and
be a distraction to management.

Intellectual property litigation could cause us to spend substantial resources and distract our personnel from
their normal responsibilities.

There is a great deal of litigation concerning intellectual property in our industry, and we could become involved in
litigation. Even if resolved in our favor, litigation or other legal proceedings relating to intellectual property claims
may cause us to incur significant expenses, and could distract our technical and management personnel from their
normal responsibilities. In addition, there could be public announcements of the results of hearings, motions or other
interim proceedings or developments, and if securities analysts or investors perceive these results to be negative, it
could have a substantial adverse effect on the price of our common stock. Such litigation or proceedings could
substantially increase our operating losses and reduce our resources available for development activities. We may not
have sufficient financial or other resources to adequately conduct such litigation or proceedings. Some of our
competitors may be able to sustain the costs of such litigation or proceedings more effectively than we can because of
their substantially greater financial resources. Uncertainties resulting from the initiation and continuation of patent
litigation or other proceedings could have a material adverse effect on our business, financial condition, results of
operations and ability to compete in the marketplace.
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Recent patent reform legislation could increase the uncertainties and costs surrounding the prosecution of our
patent applications and the enforcement or defense of our issued patents.

On September 16, 2011, the Leahy-Smith America Invents Act, or the Leahy-Smith Act, was signed into law. The
Leahy-Smith Act includes a number of significant changes to U.S. patent law. These include provisions that affect the
way patent applications will be prosecuted and may also affect patent litigation. In particular, under the
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Leahy-Smith Act, the United States transitioned in March 2013 to a first to file system in which the first inventor to
file a patent application will be entitled to the patent. Third parties are allowed to submit prior art before the issuance
of a patent by the U.S. Patent and Trademark Office, or the USPTO, and may become involved in opposition,
derivation, reexamination, inter-partes review or interference proceedings challenging our patent rights or the patent
rights of others. An adverse determination in any such submission, proceeding or litigation could reduce the scope of,
or invalidate, our patent rights, which could adversely affect our competitive position.

The USPTO is currently developing regulations and procedures to govern administration of the Leahy-Smith Act, and
many of the substantive changes to patent law associated with the Leahy-Smith Act, and in particular, the first to file
provisions, did not become effective until March 16, 2013. Accordingly, it is not clear what, if any, impact the
Leahy-Smith Act will have on the operation of our business. However, the Leahy-Smith Act and its implementation
could increase the uncertainties and costs surrounding the prosecution of our patent applications and the enforcement
or defense of our issued patents, all of which could have a material adverse effect on our business, results of
operations, financial condition and cash flows and future prospects.

Intellectual property rights do not necessarily address all potential threats to any competitive advantage we
may have.

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:

Others may be able to make compounds that are the same as or similar to our product candidates, which are
aimed initially at the generic market and are not covered by the claims of the patents that we own or have
exclusively licensed.

We or any of 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.

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 the United States and other countries
that provide a safe harbor from patent infringement claims for certain research and development activities, as
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well as 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.
RISKS RELATED TO LEGISLATION AND ADMINISTRATIVE ACTIONS

Our relationships with customers and third-party payors will be subject to applicable anti-kickback, fraud and
abuse and other healthcare laws and regulations, which could expose us to criminal sanctions, civil penalties,
contractual damages, reputational harm and diminished profits and future earnings.

Healthcare providers, physicians and third-party payors will play a primary role in the recommendation and
prescription of any product candidates for which we obtain marketing approval. Our future arrangements with third
party payors and customers may expose us to broadly applicable fraud and abuse and other healthcare laws and
regulations that may constrain the business or financial arrangements and relationships through which we market, sell
and distribute any products for which we obtain marketing approval. Restrictions under applicable federal and state
healthcare laws and regulations include the following:

the federal Anti-Kickback Statute prohibits, among other things, persons from knowingly and willfully
soliciting, offering, receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce
or reward, or in return for, either the referral of an individual for, or the purchase, order or
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recommendation of, any good or service, for which payment may be made under a federal healthcare
program such as Medicare and Medicaid;

the federal False Claims Act imposes criminal and civil penalties, including civil whistleblower or qui tam
actions, against individuals or entities for, among other things, knowingly presenting, or causing to be
presented false or fraudulent claims for payment by a federal government program, or making a false
statement or record material to payment of a false claim or avoiding, decreasing or concealing an obligation
to pay money to the federal government;

the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, as amended by the
Health Information Technology for Economic and Clinical Health Act, imposes criminal and civil liability
for executing a scheme to defraud any healthcare benefit program and also imposes obligations, including
mandatory contractual terms, with respect to safeguarding the privacy, security and transmission of
individually identifiable health information;

HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act and its
implementing regulations, also imposes obligations, including mandatory contractual terms, with respect to
safeguarding the privacy, security and transmission of individually identifiable health information;

the federal false statements statute prohibits knowingly and willfully falsifying, concealing or covering up a
material fact or making any materially false statement in connection with the delivery of or payment for
healthcare benefits, items or services;

federal law requires applicable manufacturers of covered drugs to report payments and other transfers of
value to physicians and teaching hospitals;

the federal transparency requirements under the Patient Protection and Affordable Care Act, or the ACA,
requires manufacturers of drugs, devices, biologics and medical supplies to report to the Department of
Health and Human Services information related to physician payments and other transfers of value and
physician ownership and investment interests; and

analogous state laws and regulations such as state anti-kickback and false claims laws and analogous

non-U.S. fraud and abuse laws and regulations, may apply to sales or marketing arrangements and claims
involving healthcare items or services reimbursed by non-governmental third-party payors, including private
insurers, and some state laws require pharmaceutical companies to comply with the pharmaceutical industry s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal
government in addition to requiring drug manufacturers to report information related to payments to
physicians and other health care providers or marketing expenditures.
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State and non-U.S. laws also govern the privacy and security of health information in some circumstances, many of
which differ from each other in significant ways and often are not preempted by HIPAA, thus complicating
compliance efforts.

Efforts to ensure that our business arrangements with third parties will comply with applicable healthcare laws and
regulations will involve substantial costs. It is possible that governmental authorities will conclude that our business
practices may not comply with current or future statutes, regulations or case law involving applicable fraud and abuse
or other healthcare laws and regulations. If our operations are found to be in violation of any of these laws or any
other governmental regulations that may apply to us, we may be subject to significant civil, criminal and
administrative penalties, damages, fines, imprisonment, exclusion of products from government funded healthcare
programs, such as Medicare and Medicaid, and the curtailment or restructuring of our operations.

The implementation of the reporting and disclosure obligations of the Physician Payments Sunshine Act/Open
Payments provisions of the Patient Protection and Affordable Care Act could adversely affect our business.

An ACA provision, generally referred to as the Physician Payments Sunshine Act or Open Payments Program, has
imposed new reporting and disclosure requirements for applicable drug and device manufacturers

35

Index to Financial Statements 75



Edgar Filing: Zosano Pharma Corp - Form S-1/A

Table of Conten

Index to Financial men

of covered products and those entities under common ownership that provide assistance and support to the applicable
manufacturers, with regard to payments or other transfers of value made to certain practitioners (including physicians,
dentists and teaching hospitals), and certain investment/ownership interests held by physicians in the reporting entity.
On February 1, 2013, Centers for Medicare & Medicaid Services, or CMS, released the final rule to implement the
Physician Payments Sunshine Act.

The final rule implementing the Physician Payments Sunshine Act is complex, ambiguous, and broad in scope. When
and if our product candidates become approved, we will within a defined time period become subject to the reporting
and disclosure provisions of the Physician Payments Sunshine Act. Accordingly, we will be required to collect and
report detailed information regarding certain financial relationships we have with physicians, dentists and teaching
hospitals. It is difficult to predict how the new requirements may impact existing relationships among manufacturers,
distributors, physicians, dentists and teaching hospitals. The Physician Payments Sunshine Act preempts similar state
reporting laws, although we may also be required to continue to report under certain provisions of such state laws.
While we expect to have substantially compliant programs and controls in place to comply with the Physician
Payments Sunshine Act requirements, our compliance with the new final rule will impose additional costs on us.
Additionally, failure to comply with the Physician Payment Sunshine Act may subject the Company to civil monetary
penalties.

Healthcare reform may have a material adverse effect on our industry and our results of operations.

From time to time, legislation is implemented to reign in rising healthcare expenditures. In March 2010, President
Obama signed into law the ACA, as amended by the Health Care and Education Reconciliation Act. The ACA
includes a number of provisions affecting the pharmaceutical industry, including annual, non-deductible fees on any
entity that manufactures or imports certain branded prescription drugs and biologics and increases in Medicaid rebates
owed by manufacturers under the Medicaid Drug Rebate Program. In addition, among other things, the ACA also
establishes a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in and conduct
comparative clinical effectiveness research. Congress has also proposed a number of legislative initiatives, including
possible repeal of the ACA. At this time, it remains unclear whether there will be any changes made to certain
provisions of the ACA or its entirety. In addition, other legislative changes have been proposed and adopted since the
ACA was enacted. Most recently, on August 2, 2011, President Obama signed into law the Budget Control Act of
2011, which may result in such changes as aggregate reductions to Medicare payments to providers of up to two
percent per fiscal year, starting in 2013. The full impact on our business of the ACA and the Budget Control Act is
uncertain. We cannot predict whether other legislative changes will be adopted, if any, or how such changes would
affect the pharmaceutical industry generally.

If any of our products becomes subject to a product recall it could harm our reputation, business and financial
results.

The FDA and similar foreign governmental authorities have the authority to require the recall of commercialized
products in the event of material deficiencies or defects in design, manufacture or labeling. In the case of the FDA, the
authority to require a recall must be based on an FDA finding that there is a reasonable probability that the product
would cause serious injury or death. In addition, foreign governmental bodies have the authority to require the recall
of our products in the event of material deficiencies or defects in design or manufacture. Manufacturers may, under
their own initiative, recall a product if any material deficiency in a product is found. A government-mandated or
voluntary recall by us could occur as a result of component failures, manufacturing errors, design or labeling defects
or other deficiencies and issues. Recalls of any of our products would divert managerial and financial resources and
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have an adverse effect on our financial condition and results of operations. The FDA requires that certain
classifications of recalls be reported to the FDA within 10 working days after the recall is initiated. Companies are
required to maintain records of recalls, even if they are not reportable to the FDA. We may initiate voluntary recalls
involving our products in the future that we determine do not require notification of the FDA. If the FDA disagrees
with our determinations, we could be required to report those actions as recalls. A recall announcement could harm
our reputation with customers and negatively affect our sales. In addition, the FDA could take enforcement action for
failing to report the recalls when they were conducted.
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Governments outside the United States may impose strict price controls, which may adversely affect our
revenue, if any.

In some 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. To obtain coverage and reimbursement or pricing approval
in some countries, we may be required to conduct a clinical trial that compares the cost-effectiveness of our drug
candidate to other available therapies. If reimbursement of our drugs is unavailable or limited in scope or amount, or if
pricing is set at unsatisfactory levels, our business could be harmed, possibly materially.

RISKS RELATED TO EMPLOYEE MATTERS, OUR OPERATIONS AND MANAGING GROWTH
We may not successfully manage our growth.

Our success will depend upon the expansion of our operations and the effective management of our growth, which
will place a significant strain on our management and on administrative, operational and financial resources. To
manage this growth, we may be required to expand our facilities, augment our operational, financial and management
systems and hire and train additional qualified personnel. Our inability to manage this growth could have a material
adverse effect on our business, financial condition and results of operations.

Our business and operations would suffer in the event of computer system failures or security breaches.

Despite the implementation of security measures, our internal computer systems, and those of our CROs and other
third parties on which we rely, are vulnerable to damage from computer viruses, unauthorized access, natural
disasters, fire, terrorism, war and telecommunication and electrical failures. If such an event were to occur and cause
interruptions in our operations, it could result in a material disruption of our development and manufacturing
programs. For example, the loss of clinical trial data from completed, 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 results in a loss of or damage to our data or applications, or inappropriate
disclosure of confidential or proprietary information, we could incur liability and development of our product
candidates could be delayed.

Our employees may engage in misconduct or other improper activities, including non-compliance with
regulatory standards and requirements.

We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include
intentional failures to comply with FDA regulations, to provide accurate information to the FDA, to comply with
manufacturing standards we have established, to comply with federal and state healthcare fraud and abuse laws and
regulations, to report financial information or data accurately or to 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 individually
identifiable information, including, without limitation, 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 effective as of the date of this prospectus, but it is not always possible to identify and deter employee
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misconduct, and the precautions we take to detect and prevent improper activities 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, including the imposition of significant fines or other sanctions, including civil,
criminal or administrative.
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We may enter into or seek to enter into business partnerships, combinations and/or acquisitions which may be
difficult to integrate, disrupt our business, divert management attention or dilute stockholder value.

We may enter into business partnerships, combinations and/or acquisitions. We have limited experience in making
acquisitions, which are typically accompanied by a number of risks, including:

the difficulty of integrating the operations and personnel of the acquired companies;

the potential disruption of our ongoing business and distraction of management;

potential unknown liabilities and expenses;

the failure to achieve the expected benefits of the combination or acquisition;

the maintenance of acceptable standards, controls, procedures and policies; and

the impairment of relationships with employees as a result of any integration of new management and other
personnel.
If we are not successful in completing acquisitions that we may pursue in the future, we would be required to
reevaluate our business strategy and we may have incurred substantial expenses and devoted significant management
time and resources in seeking to complete the acquisitions. In addition, we could use substantial portions of our
available cash as all or a portion of the purchase price, or we could issue additional securities as consideration for
these acquisitions, which could cause our stockholders to suffer significant dilution.

We rely on key executive officers and their knowledge of our business and technical expertise would be difficult
to replace.

We are highly dependent on our chief executive officer, our chief scientific officer and our chief financial officer. We
do not have key person life insurance policies for any of our officers. The loss of the technical knowledge and
management and industry expertise of any of our key personnel could result in delays in product development, loss of
customers and sales and diversion of management resources, which could have a material adverse effect on our
business, financial condition and results of operations.

If we are unable to hire additional qualified personnel, our ability to grow our business may be harmed.
We will need to hire additional qualified personnel with expertise in preclinical testing, clinical research and testing,
government regulation, formulation and manufacturing and sales and marketing. We compete for qualified individuals

with numerous biopharmaceutical companies, universities and other research institutions. Competition for such
individuals is intense, and we cannot be certain that our search for such personnel will be successful. Attracting and
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retaining qualified personnel will be critical to our success.
RISKS RELATING TO AN INVESTMENT IN OUR COMMON STOCK

There is no public market for our common stock and an active trading market for our common stock may not
develop and you may not be able to resell your shares of our common stock at or above the initial offering
price, if at all.

Prior to this offering, there has been no public market for our common stock. The initial public offering price for our
common stock was determined through negotiations with the underwriters and may not be indicative of the price at
which our common stock will trade upon the completion of this offering. Although our common stock has been
approved for listing on The NASDAQ Global Market, an active trading market for our shares may never develop or be
sustained following this offering. If an active market for our common stock does not develop or is not sustained, it
may be difficult for you to sell shares you purchased in this offering at an attractive price, if at all.
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The trading price of the shares of our common stock may be volatile, and purchasers of our common stock
could incur substantial losses.

Our stock price may be volatile. The stock market in general and the market for biopharmaceutical companies in
particular have experienced extreme volatility that has often been unrelated to the operating performance of particular
companies. As a result of this volatility, investors may not be able to sell their common stock at or above the price
paid for the shares. The market price for our common stock may be influenced by many factors, including:

announcements relating to development, regulatory approvals or commercialization of our product
candidates or those of competitors;

results of clinical trials of our products or those of our competitors;

announcements by us or our competitors of significant strategic partnerships or collaborations or
terminations of such arrangements;

actual or anticipated variations in our operating results;

changes in financial estimates by us or by any securities analysts who might cover our stock;

conditions or trends in our industry;

changes in laws or other regulatory actions affecting us or our industry;

stock market price and volume fluctuations of comparable companies and, in particular, those that operate in
the biopharmaceutical industry;

announcements of investigations or regulatory scrutiny of our operations or lawsuits filed against us;

capital commitments;

investors general perception of our company and our business;
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disputes concerning our intellectual property or other proprietary rights;

recruitment or departure of key personnel; and

sales of our common stock, including sales by our directors and officers or specific stockholders.
In addition, the stock market in general has experienced extreme price and volume fluctuations that have often been
unrelated or disproportionate to the operating performance of the companies whose shares trade in the stock market.
These fluctuations may be even more pronounced in the trading market for our stock shortly following this offering.
In the past, stockholders have initiated class action lawsuits against pharmaceutical and biotechnology companies
following periods of volatility in the market prices of these companies stock. Such litigation, if instituted against us,
could cause us to incur substantial costs and divert management s attention and resources from our business.

If equity research analysts do not publish research or reports, or publish unfavorable research or reports,
about us, our business or our market, our stock price and trading volume could decline.

The trading market for our common stock will be influenced by the research and reports that equity research analysts
publish about us and our business. Equity research analysts may elect not to provide research coverage of our common
stock after the completion of this offering, and such lack of research coverage may adversely affect the market price of
our common stock. In the event we do have equity research analyst coverage, we will not have any control over the
analysts or the content and opinions included in their reports. The price of our stock could decline if one or more
equity research analysts downgrade our stock or issue other unfavorable commentary or research. If one or more
equity research analysts ceases coverage of our company or fails to publish reports on us regularly, demand for our
stock could decrease, which in turn could cause our stock price or trading volume to decline.
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If you purchase shares of our common stock in this offering, you will suffer immediate dilution of your
investment.

We expect the initial public offering price of our common stock to be substantially higher than the net tangible book
value per share of our common stock. Therefore, if you purchase shares of our common stock in this offering, you will
pay a price per share that substantially exceeds our pro forma as adjusted net tangible book value per share after this
offering and the concurrent private placement with Lilly. Based on an assumed initial public offering price of $

per share, which is the midpoint of the price range on the cover of this prospectus, after deducting estimated
underwriting discounts and commissions and estimated offering expenses payable by us, you will experience
immediate dilution of $ per share, representing the difference between our pro forma as adjusted net tangible
book value per share after this offering and the concurrent private placement and the assumed initial public offering
price.

In addition, as of October 31, 2014, we had outstanding stock options to purchase an aggregate of 526,890 shares of
common stock at a weighted average exercise price of $1.58 per share and an outstanding warrant to purchase
31,674 shares of our common stock at an exercise price of $8.84 per share. To the extent these outstanding options or
warrant are exercised, there may be further dilution to investors in this offering.

A significant portion of our total outstanding shares are restricted from immediate resale, but may be sold into
the market in the near future. Such sales, or the perception that such sales may occur, could negatively impact
the market price of our common stock.

Sales of a substantial number of shares of our common stock in the public market could occur at any time. If our
stockholders sell, or if the market perceives that our stockholders intend to sell, substantial amounts of our common
stock in the public market following this offering, the market price of our common stock could decline significantly.

Upon the completion of this offering and the concurrent private placement with Lilly, the shares sold in this
offering will be freely tradable to the extent purchased by nonaffiliates and the remaining outstanding shares of
common stock will be available for sale in the public market beginning 180 days after the date of this prospectus
following the expiration of lock-up agreements between some of our stockholders and the underwriters. The
representative of the underwriters may release these stockholders from their lock-up agreements with the underwriters
at any time, which would allow for earlier sales of shares in the public market.

In addition, following the completion of this offering, we intend to file one or more registration statements on

Form S-8 registering the issuance of approximately 2.5 million shares of common stock subject to options or other
equity awards issued or reserved for future issuance under our equity incentive plans. Shares registered under these
registration statements on Form S-8 will be available for sale in the public market subject to vesting arrangements and
exercise of options, the lock-up agreements described above and the restrictions of Rule 144 in the case of our
affiliates.

Concentration of ownership of our common stock among our existing executive officers, directors and principal
stockholders may prevent new investors from influencing significant corporate decisions.

Upon the completion of this offering and the concurrent private placement with Lilly, our executive officers, directors

and current beneficial owners of 5% or more of our common stock and their respective affiliates will, in the aggregate,
beneficially own approximately % of our outstanding common stock, assuming that certain of our existing investors
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purchase all $5 million of the shares they have indicated an interest in purchasing in this offering, and giving effect to
Lilly s purchase of shares in the concurrent private placement and to the conversion of our outstanding
convertible promissory notes. Of the foregoing beneficial owners, Lilly will beneficially own % of our common
stock. Additionally, funds controlled by one investor, New Enterprise Associates, or NEA, will beneficially own
approximately % of our common stock, and funds controlled by a second investor, BMR, will beneficially own
approximately % of our common stock. As a result, NEA and BMR, acting together, with or
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without Lilly, would be able to significantly influence all matters requiring stockholder approval, including the
election and removal of directors, any merger, consolidation, sale of all or substantially all of our assets or other
significant corporate transactions.

Some of these persons or entities may have interests different than yours. For example, because many of these
stockholders purchased their shares at prices substantially below the price at which shares are being sold in this
offering and have held their shares for a longer period, they may be more interested in selling our company to an
acquirer than other investors, or they may want us to pursue strategies that deviate from the interests of other
stockholders.

We are an emerging growth company, and as a result of the reduced disclosure and governance requirements
applicable to emerging growth companies, our common stock may be less attractive to investors.

We are an emerging growth company as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS
Act, and we intend to take advantage of some of the exemptions from reporting requirements that are applicable to
other public companies that are not emerging growth companies, including:

being permitted to provide only two years of audited financial statements, in addition to any required
unaudited interim financial statements, with correspondingly reduced Management s Discussion and
Analysis of Financial Condition and Results of Operations disclosure;

not being required to comply with the auditor attestation requirements in the assessment of our internal
control over financial reporting;

not being required to comply with any requirement that may be adopted by the Public Company Accounting
Oversight Board regarding mandatory audit firm rotation or a supplement to the auditor s report providing
additional information about the audit and the financial statements;

reduced disclosure obligations regarding executive compensation; and

not being required to hold a non-binding advisory vote on executive compensation or obtain stockholder

approval of any golden parachute payments not previously approved.
We cannot predict whether investors will find our common stock less attractive because we will rely on these
exemptions. If some investors find our common stock less attractive as a result, there may be a less active trading
market for our common stock and our stock price may be more volatile. We may take advantage of these reporting
exemptions until we are no longer an emerging growth company. We will remain an emerging growth company until
the earlier of (1) the last day of the fiscal year (a) following the fifth anniversary of the completion of this offering,
(b) in which we have total annual gross revenue of at least $1.0 billion or (¢) in which we are deemed to be a large
accelerated filer, which means the market value of our common stock that is held by non-affiliates exceeds $700
million as of the prior June 30th or (2) the date on which we have issued more than $1.0 billion in non-convertible
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debt during the prior three-year period.

Under Section 107(b) of the JOBS Act, emerging growth companies can delay adopting new or revised accounting
standards until such time as those standards apply to private companies. We have irrevocably elected not to avail
ourselves of this exemption from new or revised accounting standards and, therefore, we will be subject to the same
new or revised accounting standards as other public companies that are not emerging growth companies.

We have identified a material weakness in our internal control over financial reporting, and if we fail to
maintain proper and effective internal controls, our ability to produce accurate financial statements on a timely

basis could be impaired.

Our management has determined that as of December 31, 2013, we had a material weakness in our internal control
over financial reporting, due to the fact that we did not have the appropriate resources with the
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appropriate level of experience and technical expertise to provide oversight over the timely preparation and review of
schedules necessary for the preparation of our financial statements and to make certain accounting judgments
regarding accounting principles generally accepted in the United States, or U.S. GAAP. This material weakness had
not been remediated as of September 30, 2014.

We are taking steps to remediate the material weakness described above; however, we cannot assure you that we will
be successful in such remediation, or that we or our independent registered public accounting firm will not identify
additional material weaknesses or significant deficiencies in our internal control over financial reporting in the future.
If we fail to remediate the material weakness described above, or fail to maintain effective internal controls in the
future, it could result in a material misstatement of our financial statements that would not be prevented or detected on
a timely basis, which could cause investors to lose confidence in our financial information or cause our stock price to
decline. Our independent registered public accounting firm has not assessed the effectiveness of our internal control
over financial reporting and will not be required to provide an attestation report on the effectiveness of our internal
control over financial reporting so long as we qualify as an emerging growth company or until we are no longer a
non-accelerated filer, as defined in Rule 12b-2 under the Securities Exchange Act of 1934, whichever is later, which
may increase the risk that weaknesses or deficiencies in our internal control over financial reporting go undetected.

After the completion of this offering, we will be subject to the reporting requirements of the Securities Exchange Act
of 1934, certain provisions of the Sarbanes-Oxley Act and the rules and regulations of The NASDAQ Global Market.
The Sarbanes-Oxley Act requires, among other things, that we maintain effective disclosure controls and procedures
and internal controls over financial reporting. Commencing with our fiscal year ending December 31, 2015, 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 in our Form 10-K filing for
that year, as required by Section 404 of the Sarbanes-Oxley Act. This will require that we incur substantial additional
professional fees and internal costs, which we estimate will be approximately $300,000 to $400,000 annually, to
expand our accounting and finance functions and that we expend significant management efforts. Prior to this
offering, we have never been required to assess our internal controls within a specified period, and, as a result, we may
experience difficulty in meeting these reporting requirements in a timely manner.

If we are not able to comply with the requirements of Section 404 of the Sarbanes-Oxley Act in a timely manner, or if
we are unable to maintain proper and effective internal controls, we may not be able to produce timely and accurate
financial statements. If that were to happen, the market price of our stock could decline and we could be subject to
sanctions or investigations by NASDAQ, the SEC or other regulatory authorities.

Our disclosure controls and procedures may not be effective to ensure that we make all required disclosures.

Upon consummation of this offering, we will become subject to the periodic reporting requirements of the Securities
Exchange Act of 1934, as amended, or the Exchange Act. Our disclosure controls and procedures are designed to
reasonably assure that information required to be disclosed by us in reports we file or submit under the Exchange Act
is accumulated and communicated to management, recorded, processed, summarized and reported within the time
periods specified in the rules and forms of the SEC. We believe that any disclosure controls and procedures or internal
controls and procedures, no matter how well conceived and operated, can provide only reasonable, not absolute,
assurance that the objectives of the control system are met.

These inherent limitations include the realities that judgments in decision-making can be faulty, and that breakdowns
can occur because of simple error or mistake. Additionally, controls can be circumvented by the individual acts of
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some persons, by collusion of two or more people or by an unauthorized override of the controls. Accordingly,
because of the inherent limitations in our control system, misstatements or insufficient disclosures due to error or
fraud may occur and not be detected.
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We will have broad discretion in the use of proceeds from this offering and the concurrent private placement
with Lilly and may invest or spend the proceeds in ways with which you do not agree and in ways that may not
increase the value of your investment.

We will have broad discretion over the use of proceeds from this offering and the concurrent private placement with
Lilly. You may not agree with our decisions, and our use of the proceeds may not yield any return on your investment.
We expect to use the net proceeds to us from this offering to conduct clinical trials of Daily ZP-PTH and
ZP-Glucagon, to fund the research and development of our preclinical pipeline, including ZP-Triptan, to make
required payments of interest and principal as they become due under our loan facility with Hercules and our note
payable to BMR, expand our manufacturing capability, and for working capital and general corporate purposes. Our
failure to apply the net proceeds from this offering and the concurrent private placement effectively could compromise
our ability to pursue our business strategy and we might not be able to yield a significant return, if any, on our
investment of these net proceeds. In addition, the net proceeds from this offering may not be sufficient for our
anticipated uses, and we may need additional resources to progress our product candidates to the stage we expect. You
will not have the opportunity to influence our decisions on how to use our net proceeds from this offering.

Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital
appreciation, if any, will be your sole source of gains and you may never receive a return on your investment.

You should not rely on an investment in our common stock to provide dividend income. We have not declared or paid
cash dividends on our common stock to date. We currently intend to retain our future earnings, if any, to fund the
development and growth of our business. In addition, the terms of our existing and any future debt agreements may
preclude us from paying dividends. As a result, capital appreciation, if any, of our common stock will be your sole
source of gain for the foreseeable future. Investors seeking cash dividends should not purchase our common stock.

We will incur increased costs and demands upon management as a result of being a public company.

As a public company, we will incur significant additional legal, accounting and other costs. These additional costs,
which we estimate will be approximately $1 million annually, will decrease our net income or increase our
consolidated net loss. In addition, changing laws, regulations and standards relating to corporate governance and
public disclosure, including regulations implemented by the SEC and The NASDAQ Stock Market, may increase
legal and financial compliance costs and make some activities more time consuming. These laws, regulations and
standards are subject to varying interpretations and, as a result, their application in practice may evolve over time as
new guidance is provided by regulatory and governing bodies. We will need to invest significant resources to comply
with evolving laws, regulations and standards, and this investment will result in increased general and administrative
expenses and may divert management s time and attention from revenue-generating activities to compliance activities.
If we do not comply with new laws, regulations and standards, regulatory authorities may initiate legal proceedings
against us and our business may be harmed.

Failure to comply with these rules might also make it more difficult for us to obtain some types of insurance,
including director and officer liability insurance, and we might be forced to accept reduced policy limits and coverage
or incur substantially higher costs to obtain the same or similar coverage. The impact of these events could also make
it more difficult for us to attract and retain qualified persons to serve on our board of directors, on committees of our
board of directors or as members of senior management.
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Anti-takeover provisions in our amended and restated certificate of incorporation and amended and restated
bylaws, as well as provisions in Delaware law, might discourage, delay or prevent a change of control of our
company or changes in our management and, therefore, depress the trading price of our common stock.
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Our amended and restated certificate of incorporation, amended and restated bylaws and Delaware law contain
provisions that could have the effect of rendering more difficult or discouraging an acquisition deemed undesirable by
our board of directors. Our corporate governance documents include provisions:

providing for three classes of directors with the term of office of one class expiring each year, commonly
referred to as a staggered board;

authorizing blank check preferred stock, which could be issued with voting, liquidation, dividend and other
rights superior to our common stock;

limiting the liability of, and providing indemnification to, our directors;

limiting the ability of our stockholders to call and bring business before special meetings and to take action
by written consent in lieu of a meeting;

requiring advance notice of stockholder proposals for business to be conducted at meetings of our
stockholders and for nominations of candidates for election to our board of directors;

controlling the procedures for the conduct and scheduling of board and stockholder meetings;

limiting the determination of the number of directors on our board and the filling of vacancies or newly
created seats on the board to our board of directors then in office; and

providing that directors may be removed by stockholders only for cause.
These provisions, alone or together, could delay hostile takeovers and changes in control or changes in our
management.

As a Delaware corporation, we are also subject to provisions of Delaware law, including Section 203 of the Delaware
General Corporation law, which prohibits a publicly-held Delaware corporation from engaging in a business
combination with an interested stockholder, generally a person which together with its affiliates owns, or within the
last three years has owned, 15% of our voting stock, for a period of three years after the date of the transaction in
which the person became an interested stockholder, unless the business combination is approved in a prescribed
manner.

The existence of the foregoing provisions and anti-takeover measures could limit the price that investors might be

willing to pay in the future for shares of our common stock. They could also deter potential acquirers of our company,
thereby reducing the likelihood that our stockholders could receive a premium for their common stock in an
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acquisition.
Our ability to utilize our net operating loss carryforwards and certain other tax attributes may be limited.

As of December 31, 2013, we had $133.1 million of federal and $129.6 million of state net operating loss
carryforwards available to offset future taxable income. Under Section 382 of the Internal Revenue Code of 1986, as
amended, or the Code, if a corporation undergoes an ownership change (generally defined as a greater than 50%
change (by value) in its equity ownership over a three year period), the corporation s ability to use its pre-change net
operating loss carryforwards and other pre-change tax attributes to offset its post-change income may be limited. We
have not performed a detailed analysis to determine whether an ownership change under Section 382 of the Code has
previously occurred or will occur as a result of this offering. 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 to us.
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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This prospectus contains forward-looking statements. In some cases, you can identify these statements by

forward-looking words such as may, could, should, would, intend, will, expect, anticipate, believe,
plan, potential predict, project or the negative of those terms or similar words. Any statements contained herein tha

are not statements of historical facts may be deemed to be forward-looking statements. You should read these

statements carefully because they discuss our future expectations, contain projections of our future results of

operations or of our financial condition or state other forward-looking information. These forward-looking statements

include, among other things, statements about:

the anticipated timing, costs and conduct of our planned preclinical studies and clinical trials, as applicable,
for our Daily ZP-PTH, ZP-Glucagon and ZP-Triptan lead product candidates;

our expectations regarding the clinical effectiveness of our product candidates;

our commercialization, marketing and manufacturing capabilities and strategy;

our intellectual property position;

our competitive position;

our expectations related to the use of proceeds from this offering and the concurrent private placement with
Lilly; and

our estimates regarding expenses, future revenues, capital requirements and needs for additional financing.
These forward-looking statements reflect our management s beliefs and views with respect to future events and are
based on estimates and assumptions as of the date of this prospectus and are subject to risks and uncertainties. Given
these uncertainties, you should not place undue reliance on these forward-looking statements. We may not actually
achieve the plans, intentions or expectations disclosed in our forward-looking statements, and you should not place
undue reliance on our forward-looking statements. Actual results or events could differ materially from the plans,
intentions and expectations disclosed in the forward-looking statements we make. We have included important factors
in the cautionary statements included in this prospectus, particularly in the Risk Factors section, that could cause
actual results or events to differ materially from the forward-looking statements that we make. Moreover, we operate
in a very competitive and rapidly changing environment. New risks emerge from time to time. Our forward-looking
statements do not reflect the potential impact of any future acquisitions, mergers, dispositions, joint ventures or
investments that we may make.
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The sections in this prospectus titled Business, Risk Factors and Management s Discussion and Analysis of Financial
Condition and Results of Operations, as well as other Items and sections in this prospectus, discuss some of the factors
that could contribute to these differences.

You should read this prospectus and the documents that we have filed as exhibits to the registration statement of
which this prospectus is a part completely and with the understanding that our actual future results may be materially

different from what we expect. We do not assume any obligation to update any forward-looking statements, whether
as a result of new information, future events or otherwise, except as required by law.
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INDUSTRY AND MARKET DATA

Unless otherwise indicated, information contained in this prospectus concerning our industry and the market in which
we operate, including our general expectations, market position, market opportunity and market size, is based on
information from various sources, including independent industry publications and market surveys by third parties
privately commissioned by us that we believe to be reliable. In presenting this information, we have also made
assumptions that we believe to be reasonable based on such data and other similar sources and on our knowledge of,
and our experience to date in, the markets for our product candidates. These data involve a number of assumptions and
limitations, and you are cautioned not to give undue weight to such estimates. In addition, projections, assumptions
and estimates of our future performance and the future performance of the industry in which we operate are
necessarily subject to a high degree of uncertainty and risk due to a variety of factors, including those described in

Risk Factors and elsewhere in this prospectus. These and other factors could cause results to differ materially from
those expressed in the estimates made by the independent parties and by us. See Cautionary Note Regarding
Forward-Looking Statements.
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USE OF PROCEEDS

We estimate that the net proceeds from our issuance and sale of shares of our common stock in this offering will be
approximately $ million, or approximately $ million if the underwriters exercise their over-allotment option
in full, assuming an initial public offering price of $ per share, which is the midpoint of the price range set forth
on the cover page of this prospectus, after deducting estimated underwriting discounts and commissions and estimated
offering expenses payable by us. We will also receive net proceeds of up to $14.5 million from our issuance and sale
of shares of our common stock to Lilly in the concurrent private placement, after payment by us of the private
placement fee due to the representatives of the underwriters.

A $1.00 increase (decrease) in the assumed initial public offering price of $ per share would increase (decrease)
the net proceeds from this offering by approximately $ million, assuming that the number of shares offered by us,
as set forth on the cover page of this prospectus, and the number of shares we sell to Lilly in the concurrent private
placement remain the same, after deducting estimated underwriting discounts, commissions and the private placement
fee.

Similarly, a one million share increase (decrease) in the number of shares offered by us, as set forth on the cover page
of this prospectus, would increase (decrease) the net proceeds to us by $ million, assuming the assumed initial
public offering price of $ per share (the midpoint of the price range set forth on the cover page of this prospectus)
remains the same, and after deducting estimated underwriting discounts, commissions and the private placement fee.

We expect to use the net proceeds from this offering and the concurrent private placement, together with cash and
cash equivalents on hand, to conduct planned clinical trials for our lead product candidates, fund research and
development of our preclinical pipeline, service our debt obligations, expand and enhance our manufacturing
capabilities and for working capital and general corporate purposes. Specifically, we intend to apply the net proceeds
of this offering and the concurrent private placement as follows:

approximately $7 million to complete our planned clinical development of our ZP-Glucagon product
candidate;

approximately $4 million to prepare for our planned Phase 3 clinical trial of our Daily ZP-PTH product
candidate;

approximately $4 million to complete a Phase 1 clinical trial and a Phase 2 clinical trial of our ZP-Triptan
product candidate;

approximately $3 million to expand and enhance our manufacturing capabilities by purchasing new
equipment, enlarging our manufacturing facilities and refining our manufacturing processes and systems;

Index to Financial Statements 97



Edgar Filing: Zosano Pharma Corp - Form S-1/A

approximately $3 million to make required payments of interest and principal as they become due under our
term loan facility with Hercules Technology Growth Capital (which bears interest per annum at a floating
rate equal to the greater of (i) 12.05% and (ii) 12.05% plus the prime rate as reported in The Wall Street
Journal minus 5.25%, and which matures in June 2017) and under our secured note payable to our largest
stockholder, an affiliate of BioMed Realty Trust (which bears interest at the same rate as the Hercules loan
while the Hercules loan is outstanding and otherwise at 8% per annum, and which matures in April 2016 but
is not permitted to be repaid while the Hercules loan is outstanding); and

the remainder for working capital and general corporate purposes.
Our expected use of net proceeds from this offering and the concurrent private placement represents our current
intentions based upon our present plans and business condition. We cannot predict with certainty all of the particular
uses for the net proceeds to be received upon the closing of this offering and the concurrent private
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placement or the amounts that we will actually spend on the uses set forth above. Many variables are inherent in the
development of our lead product candidates at this time, such as the timing and results of preclinical animal studies
and clinical trials and the timing of regulatory submissions and evolving regulatory requirements. The amount and
timing of our actual expenditures will depend upon such variables and we cannot currently predict the stage of
development we expect the net proceeds of this offering to achieve for our clinical trials and product candidates.

As aresult, we will have broad discretion over the use of the net proceeds from this offering and the concurrent
private placement, and investors will be relying on our judgment regarding the application of the net proceeds of this
offering and the concurrent private placement. In addition, we might decide to postpone or not pursue certain clinical
trials or preclinical activities if the net proceeds from this offering and the concurrent private placement and the other
sources of cash are less than expected.
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DIVIDEND POLICY

We have never declared or paid any cash dividends on our capital stock. We currently intend to retain all available
funds and future earnings, if any, to finance the growth and development of our business. We do not expect to pay any
cash dividends on our common stock in the foreseeable future. Payment of future dividends, if any, will be at the
discretion of our board of directors and will depend on our financial condition, results of operations, capital
requirements, restrictions contained in any future financing instruments, provisions of applicable law and other factors
the board deems relevant. See Risk Factors Risks related to this offering and ownership of our common stock We do
not currently intend to pay dividends on our common stock and, consequently, your ability to achieve a return on your
investment will depend on the appreciation in the price of our common stock.
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CAPITALIZATION

The following table sets forth our cash and cash equivalents and capitalization as of September 30, 2014 on:

An actual basis;

A pro forma basis giving effect to the automatic conversion of the principal and all unpaid and accrued
interest on each convertible promissory note outstanding at September 30, 2014 into an aggregate of

shares of common stock at a price equal to 85% of the assumed initial public offering price, upon
the closing of this offering, resulting in the liability for such notes being reclassified to additional paid-in
capital, each upon the closing of this offering; and

A pro forma as adjusted basis, giving additional effect to the sale of shares of our common stock
offered in this offering, assuming an initial public offering price of $ per share, which is the midpoint of
the price range set forth on the cover page of this prospectus, after deducting estimated underwriting
discounts and commissions and estimated offering expenses payable by us, the sale of shares of our
common stock to Lilly in the concurrent private placement (based on the assumed initial public offering
price of $ per share), after payment by us of the private placement fee due to the representatives of the
underwriters, and the filing and effectiveness of a restated certificate of incorporation upon the closing of
this offering.
The pro forma information below is illustrative only and our capitalization following the closing of this offering and
the concurrent private placement will be adjusted based on the actual initial public offering price and other terms of
this offering determined at pricing. You should read the following table in conjunction with our financial statements
and related notes, Selected Consolidated Financial Data and Management s Discussion and Analysis of Financial
Condition and Results of Operations appearing elsewhere in this prospectus.

As of September 30, 2014
Pro Forma as
Actual Pro Forma Adjusted
(in thousands, except par value)

Cash and cash equivalents $ 2303
Short-term investment 343
Convertible promissory notes payable, current $ 5,909
Freestanding warrant liability 114
Secured promissory note 3,896
Related party secured note payable 10,458
Stockholders equity (deficit):

Common stock, $0.0001 par value; 30,000 shares authorized, actual 1

and pro forma; 100,000 shares authorized, pro forma as adjusted;

Index to Financial Statements 101



Edgar Filing: Zosano Pharma Corp - Form S-1/A

5,140 shares, shares, and shares issued and

outstanding, actual, pro forma, and pro forma as adjusted,

respectively.

Additional paid-in capital 124,964

Accumulated deficit (134,187)

Total stockholders equity (deficit) (9,222)

Total capitalization $ 11,155

A $1.00 increase (decrease) in the assumed initial public offering price of $ per share, which is the midpoint of
the price range set forth on the cover page of this prospectus, would increase (decrease) the pro forma as adjusted
amount of each of cash and cash equivalents and total stockholders (deficit) equity by approximately $ million,

assuming that the number of shares offered by us, as set forth on the cover page of this prospectus, and the net
proceeds of the concurrent private placement remain the same, after deducting

50

Index to Financial Statements 102



Edgar Filing: Zosano Pharma Corp - Form S-1/A

Table of Conten

Index to Financial men

estimated underwriting discounts, commissions and the private placement fee and estimated offering expenses payable
by us, and giving effect to the terms of the notes which provide that the principal and all unpaid and accrued interest
on each note automatically converts into our common stock at a conversion price equal to 85% of our initial public
offering price if the closing of this offering occurs on or before March 31, 2015. Similarly, a one million share
increase (decrease) in the number of shares offered by us, as set forth on the cover page of this prospectus, would
increase (decrease) the pro forma as adjusted amount of each of cash and cash equivalents and total stockholders
equity (deficit) and total capitalization by $ million, assuming the assumed initial public offering price of $

per share (the midpoint of the price range set forth on the cover page of this prospectus) and the net proceeds of the
concurrent private placement remain the same, after deducting estimated underwriting discounts, commissions and the
private placement fee and estimated offering expenses payable by us.

The table above does not include the following potentially dilutive shares of common stock outstanding:

527,619 shares of our common stock issuable upon the exercise of outstanding stock options at a weighted
average exercise price of $1.58 per share as of September 30, 2014;

24,328 shares of our common stock reserved for future issuance under our 2012 stock incentive plan as of
September 30, 2014; and

31,674 shares of our common stock issuable upon the exercise of a warrant outstanding as of September 30,
2014 at an exercise price of $8.84 per share.
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DILUTION

If you invest in our common stock, your equity interest in our company will be diluted immediately to the extent of
the difference between the initial public offering price per share you will pay in this offering and the pro forma as
adjusted net tangible book value (deficit) per share of our common stock after this offering.

Our historical net tangible book value (deficit) as of September 30, 2014 was $(9.2 million), or $(1.79) per share of
common stock. Our pro forma historical net tangible book value (deficit) as of September 30, 2014 was $ , Or

$ per share of common stock. Our pro forma net tangible book value (deficit) per share set forth below represents
our total assets, excluding intangible assets, less our total liabilities, divided by the number of shares of our common
stock outstanding on September 30, 2014, after giving effect to the sale of shares of our common stock to Lilly
in the concurrent private placement (after deducting the private placement fee payable by us) and the conversion of
our convertible promissory notes outstanding at September 30, 2014 into shares of common stock, resulting
in the liability for such notes being reclassified to additional paid-in capital, upon the closing of this offering. For
purposes of this calculation, we use a purchase price per share in the concurrent private placement equal to the
assumed initial public offering price set forth in the next paragraph and a conversion price for the principal and all
unpaid and accrued interest on each convertible promissory note equal to 85% of such assumed initial public offering
price.

After giving effect to the sale of shares of common stock in this offering at an assumed initial public
offering price of $ per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, after deducting the estimated underwriting discounts and commissions and estimated offering expenses
payable by us, our pro forma as adjusted net tangible book value (deficit) as of September 30, 2014 would have been
$ million, or $ per share. This represents an immediate increase in pro forma net tangible book value to
existing stockholders of $ per share and an immediate dilution of $ per share to new investors participating
in this offering. Dilution per share to new investors is determined by subtracting pro forma as adjusted net tangible
book value per share after this offering from the initial public offering price per share paid by new investors. The
following table illustrates this per share dilution:

Assumed initial public offering price $
Historical net tangible book value (deficit) per share as of September 30, 2014 $(1.79)
Increase attributable to concurrent private placement and conversion of convertible

promissory notes

Pro forma net tangible book value (deficit) per share as of September 30, 2014 $

Pro forma increase in net tangible book value per share attributable to investors

participating in this offering )

Pro forma as adjusted net tangible book value per share after this offering $
Pro forma as adjusted dilution per share to investors participating in this offering $

If the underwriters exercise their over-allotment option in full, the pro forma as adjusted net tangible book value
(deficit) will increase to $ per share, representing an immediate increase in pro forma as adjusted net tangible
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book value (deficit) to existing stockholders of $ per share and an immediate dilution of $ per share to new
investors.

Each $1.00 increase or decrease in the assumed initial public offering price of $ per share would increase
(decrease) the pro forma as adjusted net tangible book value (deficit) by $ million, the pro forma as adjusted net
tangible book value (deficit) per share by $ per share (giving effect to the changes in the number of shares of
common stock issuable in the concurrent private placement and the conversion price at which our convertible
promissory notes would convert to common stock) and the dilution in pro forma net tangible book value (deficit) per
share to investors in this offering by $ per share, assuming that the number
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of shares offered by us, as set forth on the cover page of this prospectus, remains the same, after deducting estimated
underwriting discounts, commissions and the private placement fee and estimated offering expenses payable by us.

A one million share increase in the number of shares offered by us, as set forth on the cover page of this prospectus,
would increase the pro forma as adjusted net tangible book value (deficit) by $ million, increase the pro forma as
adjusted net tangible book value (deficit) per share by approximately $ and decrease the dilution per share to
investors participating in this offering by approximately $ , assuming the assumed initial public offering price of
$ per share remains the same, after deducting the estimated underwriting discounts, commissions and the private
placement fee and estimated offering expenses payable by us. A one million share decrease in the number of shares
offered by us, as set forth on the cover page of this prospectus, would decrease the pro forma as adjusted net tangible
book value (deficit) by $ million, decrease the pro forma as adjusted net tangible book value (deficit) per share
by approximately $ and increase the dilution per share to investors participating in this offering by approximately
$ , assuming the assumed initial public offering price of $ per share remains the same, after deducting the
estimated underwriting discounts, commissions and the private placement fee and estimated offering expenses payable
by us.

If any shares are issued upon exercise of outstanding options or warrants, you will experience further dilution.

The number of shares of our common stock reflected in the discussion and the table above is based on 5,139,630
shares of our common stock outstanding as of September 30, 2014, includes an additional shares of our
common stock that will be sold to Lilly in the concurrent private placement, assuming an initial public offering price
of § per share, which is the midpoint of the price range set forth on the cover page of this prospectus, and an
additional shares of our common stock that will be issued upon the automatic conversion of our convertible
promissory notes outstanding as of September 30, 2014, assuming an initial public offering price of $ per share
and giving effect to the terms of the notes which provide that the principal and all unpaid and accrued interest on each
note automatically converts into our common stock at a conversion price equal to 85% of our initial public offering
price if the closing occurs on or before March 31, 2015, and excludes:

527,619 shares of common stock issuable upon the exercise of stock options outstanding under our 2012
Stock Incentive Plan as of September 30, 2014, at a weighted average exercise price of $1.58 per share;

24,328 shares of common stock available for future issuance under our 2012 Stock Incentive Plan as of
September 30, 2014;

an additional 1,400,000 shares of our common stock that will be made available for future issuance under
our 2014 Equity and Incentive Plan adopted in connection with the closing of this offering; and

31,674 shares of common stock issuable upon exercise of a warrant outstanding as of September 30, 2014 at
an exercise price of $8.84 per share.
The following table summarizes, on the pro forma as adjusted basis described above as of September 30, 2014, the
number of shares of common stock purchased from us, the total consideration paid to us and the average price per
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share paid by existing stockholders (including the shares purchased by Lilly in the concurrent private placement) and
by new investors purchasing shares of common stock in this offering at the assumed initial public offering price of

$ per share, which is the midpoint of the price range set forth on the cover page of this prospectus, before the
deduction of the estimated underwriting discounts and commissions and estimated offering expenses payable by us:

Average
Shares Purchased Total Consideration Price
Number % Amount % Per Share
Existing stockholders % $ % 3
New investors $
Total 100.0% $ 100.0%
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A $1.00 increase (decrease) in the assumed initial public offering price of $ per share would increase (decrease)
total consideration paid by new investors by $ million and increase (decrease) the percent of total consideration

paid by new investors by %, assuming the number of shares we are offering, as set forth on the cover page of this
prospectus, remains the same, before deducting underwriting discounts and commissions and estimated offering
expenses payable by us. We may also increase or decrease the number of shares we are offering.

If the underwriters overallotment option is exercised in full, the number of shares held by new investors will increase
to ,or % of the total number of shares of common stock outstanding after this offering, and the percentage
of shares held by existing stockholders will decrease to % of the total shares outstanding after this offering.

The number of shares purchased from us by existing stockholders is based on 5,139,630 shares of our common stock
outstanding as of September 30, 2014, includes an additional shares of our common stock that will be sold
to Lilly in the concurrent private placement, assuming an initial public offering price of $ per share, which is the
midpoint of the price range set forth on the cover page of this prospectus, and an additional shares of our
common stock that will be issued upon the automatic conversion of our convertible promissory notes outstanding as of
September 30, 2014, assuming an initial public offering price of $ per share, and excludes:

527,619 shares of common stock issuable upon the exercise of stock options outstanding under our 2012
Stock Incentive Plan as of September 30, 2014, at a weighted average exercise price of $1.58 per share;

24,328 shares of common stock available for future issuance under our 2012 Stock Incentive Plan as of
September 30, 2014;

an additional 1,400,000 shares of our common stock that will be made available for future issuance under
our 2014 Equity and Incentive Plan adopted in connection with the closing of this offering; and

31,674 shares of common stock issuable upon exercise of a warrant outstanding as of September 30, 2014 at

an exercise price of $8.84 per share.
Certain of our existing investors have indicated an interest in purchasing an aggregate amount of up to $5 million
worth of our common stock in this offering at the initial public offering price. However, because indications of
interest are not binding agreements or commitments to purchase, the underwriters may determine to sell more, less or
no shares in this offering to any of these potential investors, or any of these potential investors may determine to
purchase more, less or no shares in this offering. The foregoing discussion and tables do not reflect any potential
purchases by these potential investors in the number of shares purchased by existing stockholders.
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SELECTED CONSOLIDATED FINANCIAL DATA

The following table summarizes our selected consolidated financial data for the periods and as of the dates indicated.
Our selected statements of operations data for each of the years ended December 31, 2013 and 2012, and our selected
balance sheet data as of December 31, 2013, have been derived from our audited consolidated financial statements
and related notes included elsewhere in this prospectus. Our selected statements of operations data for the nine
months ended September 30, 2014 and 2013, and our selected balance sheet data as of September 30, 2014, have been
derived from our unaudited interim condensed consolidated financial statements and related notes included elsewhere
in this prospectus. Our unaudited interim condensed consolidated financial statements have been prepared in
accordance with generally accepted accounting principles in the United States of America on the same basis as the
annual audited consolidated financial statements and, in the opinion of management, reflect all adjustments,
consisting only of normal recurring adjustments, necessary to state fairly our financial position as of September 30,
2014 and the results of our operations for the nine months ended September 30, 2014 and 2013. Our selected
financial data should be read together with the section entitled Management s Discussion and Analysis of Financial
Condition and Results of Operations and with our financial statements and their related notes, which are included
elsewhere in this prospectus. Our historical results are not indicative of the results that may be expected in the future.

Nine Months Year ended
Ended September 30, December 31,
2014 2013 2013 2012
(unaudited)

(in thousands, except per share amounts)
Statements of Operations Data:

License fees revenue $ 1,819 $ 3,688 $ 4,250 $ 9,250
Collaborative development support services 662 2,374
Total revenue 2,481 3,688 4,250 11,624
Operating expenses:

Cost of license fees revenue 100

Research and development 8,230 4,760 7,637 5,399
General and administrative 3,208 2,692 4,582 3,077
Total operating expenses 11,538 7,452 12,219 8,476
Income (loss) from operations (9,057) (3,764) (7,969) 3,148
Other income (expense):

Interest expense, net (1,261) (526) (760) (663)
Other expense (143) (20)

Warrant revaluation income 71

Income (loss) before equity in loss of joint venture, gain on

termination of joint venture, and gain on debt forgiveness (10,461) (4,310) (8,729) 2,556
Equity in gain (loss) of joint venture 45 (366) (738)
Gain on termination of joint venture 3,487
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Gain on debt forgiveness 497

Net income (loss) (9,964)
Net income (loss) per common share basic $ (1.95)
Net income (loss) per common share diluted $ (1.95)

Weighted-average shares used in computing net income
(loss) per common share basic 5,121
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