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Item 7.01. Regulation FD Disclosure.

The Company is furnishing its Supplemental Information for the quarter ended March 31, 2016, which is also
contained on its website (www.nhireit.com). See Exhibit 99.1 and Exhibit 99.2 to this Current Report on Form 8-K.

Item 9.01. Financial Statements and Exhibits.

Exhibit Index

Number Exhibit
99.1 Supplemental Information for the three months ended March 31, 2016, dated May 5, 2016, in HTML format

99.2 Supplemental Information for the three months ended March 31, 2016, dated May 5, 2016, in PDF format

SIGNATURES

Pursuant to the requirements of the Securities and Exchange Act of 1934, the registrant has duly caused this report to
be signed on its behalf by the undersigned hereunto duly authorized.

National Health Investors, Inc.

By: /s/ Roger R. Hopkins
Name: Roger R. Hopkins
Title: Chief Accounting Officer

Date: May 5, 2016 

, M207 (or our future product candidates) that has been produced and is stored for later use, may degrade, become
contaminated or suffer other quality defects (including in connection with any shipment thereof), which may cause the
affected product candidate to no longer be suitable for its intended use in clinical trials or other development activities.
If the defective product candidate cannot be replaced in a timely fashion, we may incur significant delays in our
development programs that could adversely affect the value of such product candidate.

We have only manufactured our proposed product candidates for our clinical trials and we have no experience
manufacturing on a commercial scale.

We have limited experience manufacturing our product candidates, including M207, and to date have only
manufactured our product candidates for our clinical trials. If any of our product candidates are approved, we will
need to scale up our own capabilities or those of our CMOs to support the production of commercial level quantities
of our product candidates, which may require expensive process improvements.

While we intend to rely on CMOs, including Patheon, to support commercial scale manufacture of M207 and have
entered into agreements, including with Patheon, regarding the same, we may nevertheless not be able to successfully
produce, develop and market one or more of M207 or our future product candidates, or we may be delayed in doing
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so. For example, we may be required to devote substantial resources to the construction or purchase of a commercial
scale manufacturing facility, the purchase of manufacturing equipment and hiring additional personnel, including as
currently contemplated under our agreement with Patheon with respect to M207. Significant scale up of
manufacturing may also require process improvements as well as additional technologies and validation studies,
which are costly, may not be successful and which the FDA must review and approve. If we or our CMOs are unable
to establish a new manufacturing facility or expand existing manufacturing facilities, purchase equipment, hire
adequate personnel to support our manufacturing efforts or implement necessary process improvements, we may be
unable to produce commercial materials or meet demand, if any should develop, for M207 or our future product
candidates. Any such failure would have a material adverse effect on our business, financial condition and results of
operations.

Reliance on CMOs also entails risks to which we would not be subject if we manufactured product candidates
ourselves, including reliance on the third party for regulatory compliance and quality control and assurance, volume
production, the possibility of breach of the manufacturing agreement by the third party because of factors beyond our
control (including a failure to synthesize and manufacture our product candidates in accordance with our product
specifications) and the possibility of termination or nonrenewal of the agreement by the third party at a time that is
costly or damaging to us. In addition, the FDA and other regulatory authorities require that our product candidates be
manufactured according to cGMP and similar foreign standards. Any failure by our CMOs to comply with cGMP or
failure to scale up manufacturing processes, including any failure to deliver sufficient quantities of product candidates
in a timely manner, could lead to a delay in, or failure to obtain, regulatory approval of any of our product candidates.
CMOs may not be able to manufacture our product candidates at a cost or in quantities or in a timely manner
necessary to develop and commercialize them. If our CMOs are unable to successfully scale up the manufacture of
any of our product candidates in sufficient quality and quantity and at commercially reasonable prices, and we are
unable to find one or more replacement manufacturers capable of production at a substantially equivalent cost in
substantially equivalent volumes and quality, and we are unable to successfully transfer the processes on a timely
basis, the development of that product candidate and regulatory approval or commercial launch for any resulting
products may be delayed, or there may be a shortage in supply, either of which could significantly harm our business,
financial condition, operating results and prospects. Our reliance on CMOs will further expose us to the possibility
that they, or third parties with access to their facilities, will have access to and may misappropriate our trade secrets or
other proprietary information.
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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 M207 or any product candidates we develop in the future will
depend upon their acceptance by the medical community, including physicians, patients and health care payers. 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 payers.

If any of our product candidates are approved, but do not achieve an adequate level of acceptance by physicians,
health care payers and patients, we may not generate sufficient revenue and we may not be able to achieve or sustain
profitability. Our efforts to educate the medical community and third-party payers on the benefits of our product
candidates may require significant resources and may never be successful.
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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, approvals
may be withdrawn for non-compliance with regulatory standards or if problems occur following the initial marketing
of product candidates. Any of the foregoing scenarios could materially harm the commercial success of our product
candidates.
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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 our product
candidate M207 for treatment of 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 arrangements in cases in which it would have been more
advantageous for us to retain sole development and commercialization rights to such product candidate.

RISKS RELATED TO OUR DEPENDENCE ON THIRD PARTIES

We use customized equipment to coat and package our microneedle patch system; any production or equipment
performance failures could negatively impact our clinical trials of our product candidates or sales of our product
candidates, if approved.

We presently use customized equipment to coat and package our microneedle patch system. We also rely on third
parties to manufacture our equipment. If we experience 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 the demands of our clinical development
programs or, if any of our product candidates is approved, our customers� demands, each of which could adversely
affect our business, financial condition and results of operations.

We rely on CMOs 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 CMOs for various components of our microneedle patch system, including 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, CMOs 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 that we may develop.

There can be no assurance that our supply of these various components will not be limited, interrupted, or of
satisfactory quality or continue to be available at acceptable prices. Additionally, we do not have any control over the
process or timing of the acquisition or manufacture of materials by our manufacturers and cannot ensure that they will
deliver to us the components we order on time, or at all. Any failure or refusal to supply the components for M207 or
any other product candidates that we may develop could delay, prevent or impair our clinical development or
commercialization efforts. If our CMOs were to fail to fill our purchase orders, the development or commercialization
of the affected 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,
the lead time needed to establish a new relationship can be lengthy, and because the expenses relating to the transfer
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of necessary technology and processes could be significant. It may take several years to establish an alternative source
of supply for our product candidates and to have any such new source approved by the FDA, the European Medicines
Agency, or EMA, or any other relevant regulatory authorities.

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 manage 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. In addition, the use of third-party
service providers requires us to disclose our proprietary information to these parties, which could increase the risk that
this information will be misappropriated. Further, agreements with such third parties might terminate for a variety of
reasons, including a failure to perform by the third parties. If there is any dispute or disruption in our relationship with
our CROs or if we need to enter into alternative arrangements, that would delay our product development activities.
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There is a limited number of third party service providers that specialize or have the expertise required to achieve our
business objectives. In particular, there would be a significant increase in clinical trial expenses, including as a result
of adopting a new electronic data capture platform or other technology platforms, the need to enter into new contracts
and costs associated with the transfer of data, as well as an increased risk of the loss of data. Identifying, qualifying
and managing performance of third party service providers can be difficult, time-consuming and may cause delays in
our development programs. These investigators and CROs will not be our employees and we will not be able to
control, other than by contract, the amount of resources, including time, which they devote to our product candidates
and clinical trials. 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. If any of our CROs� processes, methodologies or results were determined to be invalid or inadequate, our
own clinical data and results and related regulatory approvals could be adversely affected. Moreover, the FDA
requires us to comply with standards, commonly referred to as good clinical practices (�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 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 product candidates and will not be able to, or may be delayed in our efforts to,
successfully commercialize our product candidates.

We currently depend on a single source supplier for manufacture of our product. If this manufacturer fails to
provide us or our collaborators with adequate supplies of materials for clinical trials or commercial product or fail
to comply with the requirements of regulatory authorities, we may be unable to develop or commercialize M207 or
other product candidates.

We have contracted with CMOs (including Patheon) to produce, in collaboration with us, M207, for commercial use
in the United States. We have not entered into any agreements with any alternate suppliers for M207 product or API.
Even if we were able to enter into other long-term agreements for manufacture of commercial supply on reasonable
terms, we may face delays or increased costs in our supply chain that could jeopardize the commercialization of
M207. Additionally, if M207 or any other future product candidates is approved by the FDA or other regulatory
agencies for commercial sale or if M207 is approved for commercial sale in jurisdictions outside the United States, we
will need to contract with a third party to manufacture such products for commercial sale in the United States and/or
in such other jurisdictions.

Our dependence on single source suppliers with respect to our supply chain for M207 exposes us to certain risks,
including the following:
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� our supplier may cease or reduce production or deliveries, raise prices or renegotiate terms;

� we may be unable to locate a suitable replacement on acceptable terms or on a timely basis, if at all;

� delays caused by supply issues may harm our reputation; and

� our ability to progress our business could be materially and adversely impacted if our single-source supplier
upon which we rely were to experience a significant business challenge, disruption or failure due to issues
such as financial difficulties or bankruptcy, issues relating regulatory or quality compliance issues, or other
legal or reputational issues.

Even though we have an agreement with a CMO, Patheon, to supply M207, and even if we enter into other long-term
agreements with other CMOs, the FDA may not approve the facilities of such CMOs, the CMOs may not perform as
agreed or the CMOs may terminate their agreements with us. If any of the foregoing circumstances occur, we may
need to find alternative manufacturing facilities, which would significantly impact our ability to develop, maintain or
obtain, as applicable, regulatory approval for or market M207 or any other future product candidate. In the event that
we seek such alternative sources, we may not be able to enter into replacement arrangements without delays or
additional expenditures. We cannot estimate these delays or costs with certainty but, if they were to occur, they could
cause a delay in our development and commercialization efforts.

36

Edgar Filing: NATIONAL HEALTH INVESTORS INC - Form 8-K

Table of Contents 10



Table of Contents

The manufacturer(s) of M207 are obliged to operate in accordance with FDA-mandated current good manufacturing
practices, or cGMPs, and we have limited control over the ability of CMOs to maintain adequate quality control,
quality assurance and qualified personnel to ensure compliance to cGMPs. In addition, the facilities used by our
CMOs to manufacture M207 must be approved by the FDA pursuant to inspections that will be conducted prior to any
grant or regulatory approval by the FDA. If any of our CMOs are unable to successfully manufacture material that
conform to our specifications the FDA�s strict regulatory requirements pass regulatory inspections, they will not be
able to secure or maintain approval for the manufacturing facilities. Additionally, a failure by any of our CMOs to
establish and follow cGMPs or to document their adherence to such practices may negatively impact our
commercialization or lead to significant delays in the launch and commercialization of any other products that we may
have in the future. Failure by our CMOs or us to comply with application regulations could result sections being
imposed on us, including fines, injunctions, civil penalties, failure of the government to grant pre-market approval of
drugs, delays, suspensions or withdrawal of approvals, seizures or recalls of product, operating restrictions, and
criminal prosecutions.

The manufacturer of pharmaceutical products requires significant expertise and capital investment, including the
development of advanced manufacturing techniques and process controls. Manufacturers of pharmaceutical products
often encounter difficulties in production. These problems include difficulties with production costs and yields,
quality control, including stability of the product, quality assurance testing, shortages of qualified personnel, as well as
compliance with strictly-enforced federal, state and foreign regulations. We cannot assure you that any issues relating
to the manufacture of M207 will not occur in the future. Additionally, our CMOs may experience manufacturing
difficulties due to resource constraints or as a result of labor disputes. If our CMOs were to encounter difficulties, or
otherwise fail to comply with their contractual obligations, our ability to commercialize M207 in the United States
would be jeopardized. Any delay or interruption in our ability to meet commercial demand for M207 will result in the
loss of potential revenue and could adversely affect our ability to gain market acceptance for these products.

Failures or difficulties faced at any level of our supply chain could materially adversely affect our business and delay
or impede commercialize of M207 and could have a material adverse effect on our business, results of operations,
financial conditions and prospects.

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 our expenses. We may seek to collaborate with third parties for certain of our
development programs, and potentially for the commercialization of our lead product candidate, M207.

We face significant competition in seeking appropriate collaborators. Whether we reach a definitive collaborative
agreement will depend, among other things, upon our assessment of the collaborator�s resources and expertise, the
terms and conditions of the proposed collaboration and the proposed collaborator�s evaluation of a number of factors.
Those factors may include the design or results of clinical trials, the likelihood of approval by the FDA or similar
regulatory authorities outside the United States, the potential market for the subject product candidate, the costs and
complexities of manufacturing and delivering such product candidate to patients, the potential existence of competing
drugs, the existence of uncertainty with respect to our ownership of technology, which can exist if there is a challenge
to such ownership without regard to the merits of the challenge and industry and market conditions generally. The
collaborator may also consider alternative product candidates or technologies for similar indications that may be
available on which to collaborate and whether such a collaboration could be more attractive than the one with us for
our product candidate. In addition, there have been a significant number of recent business transactions among large
pharmaceutical companies that have resulted in a reduced number of potential future collaborators.
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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
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, reduce or delay the development of a particular product candidate, or one or
more of our other development programs, delay its or their 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 revenue.
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In addition, any future collaborations that we enter into may not be successful. The success of our collaboration
arrangements will depend heavily on the efforts and activities of our collaborators. Collaborators generally have
significant discretion in determining the efforts and resources that they will apply to these collaborations.
Disagreements between parties to a collaboration arrangement regarding clinical development and commercialization
matters can lead to delays in the development process or commercializing the applicable product candidate and, in
some cases, termination of the collaboration arrangement. These disagreements can be difficult to resolve if neither of
the parties has final decision-making authority. Collaborations with pharmaceutical or biotechnology companies and
other third parties may be terminated or allowed to expire by the other party. Any such termination or expiration
would adversely affect us financially and could harm our business reputation.

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

We may seek 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 strategy, 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 candidate 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, making us ineligible
to receive milestone or royalty payments under such agreement.
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RISKS RELATED TO MARKETING AND SALE OF OUR PRODUCTS

We have no experience selling, marketing or distributing approved product candidates and have no internal
capabilities 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 developing adequate sales and marketing support for any of our product candidates, if
approved by the FDA. Although we may develop a targeted commercial infrastructure to market and distribute our
proprietary product candidates, 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 product candidates.
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 product candidates, 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.

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 product candidates or
may offer comparable performance at a lower cost. If our product candidates fail to capture and maintain market
share, we may not achieve sufficient revenues and our business will suffer.

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;
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� formulating and manufacturing drugs; and

� launching, marketing and selling drugs.
The development and commercialization of new products to treat migraine is highly competitive. We expect to have
considerable competition from major pharmaceutical, biotechnology and specialty pharmaceutical
companies. Companies marketing products that treat migraine that may compete with our M207 product candidate
include Alder Biopharmaceuticals, Allergan, Inc., AstraZeneca plc, Biohaven Pharmaceuticals, Eli Lilly & Company,
GlaxoSmithKline plc, Promius Pharma, LLC, Teva Pharmaceutical Industries, Inc., and Zogenix, Inc.

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 intracutaneous 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.
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Our ability to generate revenues from the sale of our product candidates will be diminished if we are unable to
obtain third party coverage and adequate levels of reimbursement for any approved product candidate.

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 candidate will be
available from:

� government and health administration authorities;

� private health maintenance organizations and health insurers; and

� other healthcare payers.
Significant uncertainty exists as to the reimbursement status of newly approved healthcare products. The regulations
that govern marketing approvals, pricing and reimbursement for new drug products vary widely from country to
country. In the United States, the Patient Protection and Affordable Care Act, as amended by the Health Care and
Education Affordability Reconciliation Act of 2010 (�ACA�), is significantly changing the way healthcare is financed
by both governmental and private insurers. While we cannot predict what impact on federal reimbursement policies
this law or any amendment to it will continue to have in general or specifically on any product that we may
commercialize, the ACA or any such amendment may result in downward pressure on pharmaceutical reimbursement,
which could negatively affect market acceptance of new products. In addition, although the United States Supreme
Court has upheld the constitutionality of most of the ACA, several states have not implemented certain sections of the
ACA, including 19 that have rejected the expansion of Medicaid eligibility for low income citizens, and some
members of the U.S. Congress are still working to repeal the ACA. More recently, President Trump and the
Republican majorities in both houses of the U.S. Congress have been seeking to repeal or replace all or portions of the
ACA but to date they have been unable to agree on any such legislation. While Congress has not passed repeal
legislation, the Tax Cuts and Jobs Act of 2017 includes a provision repealing, effective January 1, 2019, the tax-based
shared responsibility payment imposed by the ACA on certain individuals who fail to maintain qualifying health
coverage for all or part of a year that is commonly referred to as the �individual mandate�. Congress may consider other
legislation to repeal or replace elements of the ACA in the future. We cannot predict what legislation, if any, to repeal
or replace the ACA will become law, or what impact any such legislation may have on our product candidates.
Additionally, 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 the product
candidate. 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 the 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 us by
participants enrolled in our clinical trials, patients, healthcare providers or others using, administering or selling our
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product candidate. 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 candidate.
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 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
product candidates 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 a 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.
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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
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,
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 candidate 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. These risks could delay or
prevent us from offering our product candidates. We might not have the necessary rights or the financial resources to
develop, manufacture or market our current or future product candidates without the rights granted under these
licenses, and the loss of sales or potential sales in such product candidates could have a material adverse effect on our
business, financial condition, results of operations and prospects. The occurrence of such events could have a material
adverse effect on our business, financial condition and results of operations. Determining the scope of licenses and
related obligations may be difficult and could lead to disputes between us and the licensor. Disputes may arise
regarding intellectual property subject to a licensing agreement, including:

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

� the extent to which our technology and processes infringe on intellectual property of the licensor that is not
subject to the licensing agreement;
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� the sublicensing of patent and other rights under our collaborative development relationships;

� our diligence obligations under the license agreement and what activities satisfy those diligence obligations;

� the inventorship or ownership of inventions and know-how resulting from the joint creation or use of
intellectual property by our licensors and us and our partners; and

� the priority of invention of patented technology.
Additionally, the agreement under which we currently license intellectual property is complex, and certain provisions
may be susceptible to multiple interpretations. The resolution of any contract interpretation disagreement that may
arise could narrow what we believe to be the scope of our rights to the relevant intellectual property or technology,
increase what we believe to be our financial or other obligations under the relevant agreement, or decrease the
third-party�s financial or other obligations under the relevant agreement, any of which could have a material adverse
effect on our business, financial condition, results of operations and prospects.

Our failure to obtain and maintain patent protection for our technology and our product candidates 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 product candidates may be adversely affected.

Our commercial success is significantly dependent on intellectual property related to our product candidate 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 product candidates.
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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 product candidates. 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 prosecution process is expensive, time-consuming and complex, and we may not be able to file and
prosecute all necessary or desirable patent applications at a reasonable cost or in a timely manner or in all jurisdictions
where protection may be commercially advantageous, or we may not be financially able to protect our proprietary
rights at all. It is also possible that we may fail to identify patentable aspects of our research and development output
before it is too late to obtain patent protection. We may not be able to obtain or maintain patent protection from our
pending patent applications, from those we may file in the future, or from those we may license from third parties.
There is no assurance that all potentially relevant prior art relating to our patents and patent applications has been
found. We may be unaware of prior art that could be used to invalidate an issued patent or prevent our pending patent
applications from issuing as patents. Moreover, even if we are able to obtain patent protection, such patent protection
may be of insufficient scope to achieve our business objectives or provide any competitive advantage. In addition,
although we enter into non-disclosure and confidentiality agreements with parties who have access to patentable
aspects of our research and development output, any of these parties may breach such agreements and disclose such
output before a patent application is filed, thereby jeopardizing our ability to seek patent protection.

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 standards which the United States Patent and
Trademark Office, or USPTO, and foreign patent offices use to grant patents are not always applied predictably or
uniformly and can change. There is also no uniform, worldwide policy regarding the subject matter and scope of
claims granted or allowable in pharmaceutical or biotechnology patents. The laws of foreign countries may not protect
our rights to the same extent as the laws of the United States, and many companies have encountered significant
problems and costs in protecting their proprietary information in these non-U.S. countries. Outside the United States,
patent protection must be sought in individual jurisdictions, further adding to the cost and uncertainty of obtaining
adequate patent protection outside of the United States. Accordingly, we cannot predict whether additional patents
protecting our product candidates will issue in the United States or in non-U.S. jurisdictions, or whether any patents
that do issue are valid, enforceable and have claims of adequate scope to provide competitive advantage. 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 product candidates and compete
directly with us, without payment to us, or result in our inability to manufacture or commercialize our product
candidates without infringing third-party patent rights.
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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. Third parties may have patents that could
prevent us from marketing our own patented product candidates. Third parties may also seek to market generic
versions of any of our approved products. Even if we have valid and enforceable patents, these patents still may not
provide protection against competing products or processes sufficient to achieve our business objectives. 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 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 product candidates. 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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Bearing the costs and other requirements associated with prosecution of pending patent applications and
maintenance of issued patents are essential to procurement and maintenance of patents integral to our product
candidates, and our patent protection could be reduced or eliminated for non-compliance for these requirements.

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 product candidate and possibly weaken or eliminate our ability to protect
our eventual market share for that product candidate.

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

In addition to our patented technology and product candidates, 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. However, 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.

In addition to contractual measures, we try to protect the confidential nature of our proprietary information using
commonly accepted physical and technological security measures. Such security measures may not provide adequate
protection for our proprietary information, for example, in the case of misappropriation of a trade secret by an
employee, consultant, or third party with authorized access. Monitoring unauthorized uses and disclosures is difficult,
and we do not know whether the steps we have taken to protect our proprietary technologies will be effective.
Unauthorized parties may also attempt to copy or reverse engineer certain aspects of our products that we consider
proprietary. Even though we use commonly accepted security measures, the criteria for protection of trade secrets can
vary among different jurisdictions.

We could be prevented from selling product candidates, if approved, 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
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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.

In the pharmaceutical industry, significant litigation and other proceedings, including interferences, oppositions,
reexamination, inter partes review, derivation and post-grant review proceedings before the USPTO and
corresponding foreign patent offices, regarding patents, patent applications, trademarks and other intellectual property
rights have become commonplace. The types of situations in which we may become a party to such proceedings
include:

� we or our collaborators may initiate litigation or other proceedings against third parties seeking to invalidate
the patents held by those third-parties or to obtain a judgment that our products or processes do not infringe
those third parties� patents;

� if our competitors file patent applications that claim technology also claimed by us or our licensors, we or
our licensors may be required to participate in interference or opposition proceedings to determine the
priority of invention, which could jeopardize our patent rights and potentially provide a third party with a
dominant patent position;

� if third parties initiate litigation claiming that our processes or products infringe their patent or other
intellectual property rights, we and our collaborators will need to defend against such proceedings; and;
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� if a license to necessary intellectual property is terminated, the licensor may initiate litigation claiming that
our processes or products infringe, misappropriate or otherwise violate their patent or other intellectual
property rights and/or that we breached our obligations under the license agreement, and we and our
collaborators would need to defend against such proceedings.

Third parties may assert that we are employing their proprietary technology without authorization or have infringed
upon, misappropriated or otherwise violated their intellectual property or other rights. Even if we believe third-party
claims of infringement against us or our collaborators are without merit, there is a risk that a court would decide that
we or our collaborators are infringing the third party�s valid and enforceable patents. If our product candidates,
methods, processes or other technologies infringe the proprietary rights of other parties, we could incur substantial
costs and may have to:

� obtain licenses, which may not be available on commercially reasonable terms, if at all;

� abandon an infringing product;

� redesign our product candidates or processes to avoid infringement;

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

� pay damages; or

� 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 intend to 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 intend to pursue regulatory approval of certain of our product candidates, including M207, 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 product 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 product or the
FDA�s prior findings of safety and effectiveness for a previously approved 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
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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 candidate 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 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 candidates only to be subject to significant
delay and patent litigation before our product candidates 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 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. If we initiate legal
proceedings against a third party to enforce a patent covering any of our product candidates, the defendant could
counterclaim that the patent covering our product candidate is invalid or unenforceable. In patent litigation in the
United States, defendant counterclaims alleging invalidity or unenforceability are commonplace. Grounds for a
validity challenge could be an alleged failure to meet any of several statutory requirements, including a lack of
novelty, obviousness, written description or non-enablement. Grounds for an unenforceability assertion could be an
allegation that someone connected with prosecution of the patent withheld information material to patentability from
the USPTO, or made a misleading statement, during prosecution. Third parties also may raise similar claims before
administrative bodies in the United States or abroad, even outside the context of litigation. Such mechanisms include
ex parte reexamination, post-grant review, inter partes review, interference proceedings, derivation proceedings, and
equivalent proceedings in foreign jurisdictions (e.g., opposition proceedings).

There is a risk that a court or administrative body would decide to revoke, cancel or amend our patents in such a way
that they no longer cover and protect a product candidate. In addition, a court or administrative body may decide that
our patents are invalid, unenforceable or not infringed by a third party�s activities. The outcome following legal
assertions of invalidity and unenforceability is unpredictable. With respect to the validity question, for example, we
cannot be certain that there is no invalidating prior art of which the patent examiner and we or our licensing partners
were unaware during prosecution. An adverse result in any litigation or 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.

An adverse outcome in a litigation or proceeding involving our patents could limit our ability to assert our patents
against competitors, affect our ability to receive royalties or other licensing consideration from our licensees, and may
curtail or preclude our ability to exclude third parties from making, using and selling similar or competitive products.
Any of these occurrences could have a material adverse effect on our business, financial condition, results of
operations and prospects.

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
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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, or that patents and applications we have filed to protect inventions of these
employees, even those related to one or more of our product candidates, are rightfully owned by their former or
concurrent 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.
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Our agreements with employees and our personnel policies also provide that any inventions conceived by the
individual in the course of rendering services to us shall be our exclusive property. Although our policy is to have all
employees complete these agreements, we may not obtain these agreements in all circumstances, and individuals with
whom we have these agreements may not comply with their terms. The assignment of intellectual property may not be
self-executing and despite such agreement, such inventions may become assigned to third parties. In the event of
unauthorized use or disclosure of our trade secrets or proprietary information, these agreements, even if obtained, may
not provide meaningful protection, particularly for our trade secrets or other confidential information. To the extent
that our employees, consultants or contractors use technology or know-how owned by third parties in their work for
us, disputes may arise between us and those third parties as to the rights in related inventions. We may also be subject
to claims that former employees, collaborators, or other third parties have an ownership interest in our patents or other
intellectual property. In addition, we may face claims by third parties that our agreements with employees,
contractors, or consultants obligating them to assign intellectual property to us are ineffective or in conflict with prior
or competing contractual obligations of assignment, which could result in ownership disputes regarding intellectual
property we have developed or will develop and interfere with our ability to capture the commercial value of such
intellectual property. To the extent that an individual who is not obligated to assign rights in intellectual property to us
is rightfully an inventor of intellectual property, we may need to obtain an assignment or a license to that intellectual
property from that individual, or a third party or from that individual�s assignee. Such assignment or license may not be
available on commercially reasonable terms or at all.

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.

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 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 USPTO and may become involved in opposition, derivation, reexamination, inter-parties 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.
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The USPTO is implementing 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. In addition, courts continue to decide how to interpret and
enforce patent law. 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.

In addition, the patent positions of companies in the development and commercialization of biologics and
pharmaceuticals are particularly uncertain. Recent U.S. Supreme Court rulings have narrowed the scope of patent
protection available in certain circumstances and weakened the rights of patent owners in certain situations. This
combination of events has created uncertainty with respect to the validity and enforceability of patents, once obtained.
Depending on future actions by the U.S. Congress, the federal courts, and the USPTO, the laws and regulations
governing patents could change in unpredictable ways that could have a material adverse effect on our existing patent
portfolio and our ability to protect and enforce our intellectual property in the future. Similarly, statutory or judicial
changes to the patent laws of other countries may increase the uncertainties and costs surrounding the prosecution of
patent applications and the enforcement or defense of issued patents.
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We may not be successful in obtaining necessary rights to future product candidates through acquisitions and
in-licenses.

Any future programs we choose to pursue may require the use of proprietary rights held by third parties, and the
growth of our business will likely depend in part on our ability to acquire, in-license, maintain or use these proprietary
rights. We may be unable to acquire or in-license any compositions, methods of use, processes, or other third-party
intellectual property from third parties that we later identify as necessary for our future product candidates or such
intellectual property may not be available on commercially reasonable terms. The licensing and acquisition of
third-party intellectual property rights is a competitive area, and a number of more established companies are also
pursuing strategies to license or acquire third-party intellectual property rights that we may consider attractive. These
established companies may have a competitive advantage over us due to their size, financial resources, and greater
clinical development and commercialization capabilities.

For example, we may in the future collaborate with non-profit and academic institutions to accelerate our preclinical
research or development under written agreements with these institutions. These institutions may provide us with an
option to negotiate a license to any of the institution�s rights in technology resulting from the collaboration. Regardless
of such option, we may be unable to negotiate a license within the specified time frame or under terms that are
acceptable to us. If we are unable to do so, the institution may offer the intellectual property rights to other parties,
potentially blocking our ability to pursue our applicable product candidate or program.

In addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us. We also
may be unable to license or acquire third-party intellectual property rights on terms that would allow us to make an
appropriate return on our investment. If we are unable to successfully obtain a license to third-party intellectual
property rights necessary for the development of a product candidate or program on reasonable terms or at all, we may
have to abandon development of that product candidate or program and our business and financial condition could
materially adversely suffer.

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

Filing, prosecuting, and defending patents on product candidates in all countries throughout the world may be
prohibitively expensive, and our intellectual property rights in some countries outside the United States and Europe
can be less extensive than those in the United States and Europe. In addition, the laws of some countries outside the
United States and Europe do not protect intellectual property rights to the same extent as federal and state laws in the
United States and laws in Europe. Consequently, we may not be able to prevent third parties from practicing our
inventions in all countries outside the United States and Europe, or from selling or importing products made using our
inventions in and into the United States, Europe or other jurisdictions. Third parties may use our technologies in
jurisdictions where we have not obtained or are unable to adequately enforce patent protection to develop their own
products and further, may export otherwise infringing products to territories where we have patent protection, but
enforcement is not as strong as that in the United States and Europe. These products may compete with our products
and our patents or other intellectual property may not be effective or sufficient to prevent them from competing.

Many companies have encountered significant problems in protecting and defending intellectual property rights in
jurisdictions outside the United States and Europe. The legal systems of certain countries, particularly certain
developing countries, do not favor the enforcement of patents, trade secrets, and other intellectual property protection,
particularly those relating to biotechnology products, which could make it difficult for us to stop the infringement of
our patents, the reproduction of our manufacturing or other know-how or marketing of competing products in
violation of our proprietary rights generally. Proceedings to enforce our intellectual property rights in jurisdictions
outside the United States and Europe, whether or not successful, could result in substantial costs and divert our efforts
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and attention from other aspects of our business, could put our patents at risk of being invalidated or interpreted
narrowly and our patent applications at risk of not issuing and could provoke third parties to assert claims against us.
We may not prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any, may not be
commercially meaningful. Accordingly, our efforts to enforce our intellectual property rights around the world may be
inadequate to obtain a significant commercial advantage from the intellectual property that we develop or license.

Many countries have compulsory licensing laws under which a patent owner may be compelled to grant licenses to
third parties. In addition, many countries limit the enforceability of patents against government agencies or
government contractors. In these countries, the patent owner may have limited remedies, which could materially
diminish the value of such patent. If we or any of our licensors is forced to grant a license to third parties with respect
to any patents relevant to our business, our competitive position may be impaired, and our business, financial
condition, results of operations and prospects may be adversely affected.
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If we do not obtain patent term extensions and data exclusivity for our product candidates, our business may be
materially harmed.

Depending upon the timing, duration and conditions of any FDA marketing approval of our product candidates, one or
more of our U.S. patents may be eligible for limited patent term extension under the Hatch-Waxman Act and similar
legislation in the EU. The Hatch-Waxman Act permits a patent term extension of up to five years for a patent covering
an approved product as compensation for effective patent term lost during the FDA regulatory review process. A
patent term extension cannot extend the remaining term of a patent beyond a total of 14 years from the date of product
approval, only one patent may be extended and only those claims covering the approved drug, a method for using it or
a method for manufacturing it may be extended. However, we may not receive an extension, for example, if we fail to
apply within applicable deadlines, fail to apply prior to expiration of relevant patents or otherwise fail to satisfy
applicable requirements. Moreover, the length of the extension could be less than we request. If we are unable to
obtain patent term extension or the term of any such extension is less than we request, the period during which we can
enforce our patent rights for that product will be shortened and our competitors may obtain approval to market
competing products sooner. As a result, our business, financial condition, results of operations, and prospects may be
adversely affected.

If our trademarks and trade names are not adequately protected, then we may not be able to build name
recognition in our markets of interest and our business may be adversely affected.

Our pending or future registered or unregistered trademarks or trade names may not issue and may be challenged,
infringed, circumvented or declared generic or determined to be infringing on other marks. We may not be able to
protect our rights to these trademarks and trade names, which we need to build name recognition by potential partners
or customers in our markets of interest. At times, competitors may adopt trade names or trademarks similar to ours,
thereby impeding our ability to build brand identity and possibly leading to market confusion. Over the long term, if
we are unable to establish name recognition based on our trademarks and trade names, then we may not be able to
compete effectively, and our business may be adversely affected.

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;
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� 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
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.
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RISKS RELATED TO LEGISLATION AND ADMINISTRATIVE ACTIONS

Our relationships with customers and third-party payers 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 payers 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 payers 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 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;
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� the federal transparency requirements under the ACA require 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 payers, 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.

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.
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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 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 M207 and any other product candidates we develop in the future are 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 us 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 rein 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
included 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
established 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.

As noted above, the ACA is significantly changing the way healthcare is financed by both governmental and private
insurers. While we cannot predict what impact on federal reimbursement policies this law or any amendment to it will
continue to have in general or specifically on any product that we may commercialize, the ACA or any such
amendment may result in downward pressure on pharmaceutical reimbursement, which could negatively affect market
acceptance of new products. In addition, although the United States Supreme Court has upheld the constitutionality of
most of the ACA, several states have not implemented certain sections of the ACA, including 19 that have rejected the
expansion of Medicaid eligibility for low income citizens, and some members of the U.S. Congress are still working
to repeal the ACA. More recently, President Trump and the Republican majorities in both houses of the U.S. Congress
have been seeking to repeal or replace all or portions of the ACA but to date they have been unable to agree on any
such legislation. While Congress has not passed repeal legislation, the Tax Cuts and Jobs Act of 2017 includes a
provision repealing, effective January 1, 2019, the tax-based shared responsibility payment imposed by the ACA on
certain individuals who fail to maintain qualifying health coverage for all or part of a year that is commonly referred
to as the �individual mandate�. Congress may consider other legislation to repeal or replace elements of the ACA in the
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future. We cannot predict what legislation, if any, to repeal or replace the ACA will become law, or what impact any
such legislation may have on our product candidates.

If any of our product candidates become subject to 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 product candidates would divert managerial and financial
resources and 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 product candidates 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 product
candidate to other available therapies. If reimbursement for our product candidates 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 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 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
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of any of our key personnel could result in delays in product development 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
retaining qualified personnel will be critical to our success.
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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, but it is not always possible to identify and deter employee 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.

We may not successfully manage our growth.

Our success will depend upon 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.

Risks associated with use of our company-wide enterprise resource planning (�ERP�) system may adversely affect
our business and results of operations or the effectiveness of internal control over financial reporting.

We began implementing a company-wide ERP system in the third fiscal quarter of 2018 to handle the business and
financial processes within our operations and corporate functions. To reap the benefits of our ERP system, we were
required to change certain business and financial processes. Our business and results of operations may be adversely
affected if we experience operating problems or cost overruns during the implementation process, or if the systems
and the associated process changes do not give rise to the benefits that we expect. If we do not effectively implement,
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maintain or integrate the ERP system as planned or if the systems do not operate as intended, it may adversely affect
our ability to manage and run our business operations, file reports with the SEC in a timely manner, and/or otherwise
affect our internal control environment. Any of these consequences could have an adverse effect on our results of
operations and financial condition.

52

Edgar Filing: NATIONAL HEALTH INVESTORS INC - Form 8-K

Table of Contents 42



Table of Contents

Failure in our information technology systems, including by cybersecurity attacks or other data security incidents,
could significantly disrupt our operations.

Our operations depend, in part, on the continued performance of our information technology systems. Our information
technology systems are potentially vulnerable to physical or electronic break-ins, computer viruses and similar
disruptions. Failure of our information technology systems could adversely affect our business, profitability and
financial condition. Although we have information technology security systems, a successful cybersecurity attack or
other data security incident could result in the misappropriation and/or loss of confidential or personal information,
create system interruptions, or deploy malicious software that attacks our systems. It is possible that a
cybersecurity attack might not be noticed for some period of time. The occurrence of a cybersecurity attack or incident
could result in business interruptions from the disruption of our information technology systems, or negative publicity
resulting in reputational damage with our shareholders and other stakeholders and/or increased costs to prevent,
respond to or mitigate cybersecurity events. In addition, the unauthorized dissemination of sensitive personal
information or proprietary or confidential information could expose us or other third-parties to regulatory fines or
penalties, litigation and potential liability, or otherwise harm our business.

RISKS RELATING TO AN INVESTMENT IN OUR COMMON STOCK

The trading price of our common stock has been volatile with substantial price fluctuations on heavy volume,
which could result in substantial losses for purchasers of our common stock and existing stockholders.

Our stock price has been and, in the future, may be subject to substantial volatility. During the period from January 2,
2018 through September 30, 2018, for example, our stock has traded in a range with a low of $3.66 and a high of
$18.49. 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. We do not, for
example, have any explanation for the volatility in our stock price or the heavy volume of trading (on some days
exceeding six times the number of shares currently outstanding) that has occurred in our common stock in February
and March of 2018. 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 product candidates 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;
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� 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;

� 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 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.
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If we are unable to maintain listing of our securities on the Nasdaq Capital Market or another reputable stock
exchange, it may be more difficult for our stockholders to sell their securities.

Nasdaq requires listing issuers to comply with certain standards in order to remain listed on its exchange. On
November 28, 2017, we received a letter from the Nasdaq Stock Market, LLC (the �Letter�) stating that we had failed to
maintain at least a $1.00 minimum bid price for its common stock (the �Minimum Bid Requirement�) as required for
continued listing of our common stock on the Nasdaq Capital Market. We subsequently effected a 1-for-20 reverse
stock split of our outstanding common stock and, on February 9, 2018, we received a letter from the Director of
Nasdaq Listing Qualifications indicating that we had regained compliance with the Minimum Bid Requirement under
Nasdaq Rule 5550(a)(2).

If, for any reason, Nasdaq should delist our securities from trading on its exchange (including if we fail to comply
with the Minimum Bid Requirement in the future) and we are unable to obtain listing on another reputable national
securities exchange, a reduction in some or all of the following may occur, each of which could materially adversely
affect our stockholders:

� the liquidity of our common stock;

� the market price of our common stock;

� our ability to obtain financing for the continuation of our operations;

� the number of institutional and general investors that will consider investing in our common stock;

� the number of market makers in our common stock;

� the availability of information concerning the trading prices and volume of our common stock; and

� the number of broker-dealers willing to execute trades in shares of our common stock.
Substantial future sales of shares by existing stockholders, or the perception that such sales may occur, could cause
our stock price to decline.

If our existing stockholders, particularly our directors and executive officers, or are perceived by the public market as
intending to sell substantial amounts of our common stock, the trading price of our common stock could decline
significantly. As of March 1, 2018, we had 1,973,039 shares of common stock outstanding. Sales of a substantial
number of shares of our common stock in the public market, or the perception that these sales might occur may reduce
the prevailing market price of our common stock and make it more difficult for you to sell your common stock at a
time and price that you deem appropriate. In addition, certain holders of our common stock and a warrant to purchase
our common stock are entitled to rights with respect to the registration of their shares under the Securities Act of 1933,
as amended (�Securities Act�). As long as the registration statements covering the resale of such shares remain in effect,
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such shares shall be freely tradable without restriction under the Securities Act, except for shares held by affiliates, as
defined in Rule 144 under the Securities Act. Any sales of securities by existing stockholders could have a material
adverse effect on the market price of our common stock.

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 depends in part on the research and reports that securities and industry
analysts publish about us or our business. If one or more of the analysts who covers us downgrades our stock or
publishes unfavorable research about our business, or if our clinical trials or operating results fail to meet the analysts�
expectations, our stock price would likely decline. If one or more of these analysts ceases coverage of our company or
fails to publish reports on us regularly, demand for our stock could decrease, which could cause our stock price and
trading volume to decline.

Requirements associated with being a public reporting company will continue to increase our costs significantly, as
well as divert significant company resources and management attention.

We have only been subject to the reporting requirements of the Securities Exchange Act of 1934, as amended
(�Exchange Act�) and the other rules and regulations of the SEC since January 2015. We are working with our legal,
independent accounting, and financial advisors to identify those areas in which changes should be made to our
financial and management control systems to manage our growth and our obligations as a public reporting company.
These areas include corporate governance, corporate control, disclosure controls and procedures, and financial
reporting and accounting systems. We have made, and will continue to make, changes in these and other areas.
Compliance with the various reporting and other requirements applicable to public reporting companies will require
considerable time, attention of management, and financial resources.
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Further, the listing requirements of the Nasdaq Capital Market require that we satisfy certain corporate governance
requirements relating to director independence, stockholder meetings, approvals and voting, soliciting proxies,
conflicts of interest and a code of conduct. Our management and other personnel will need to devote a substantial
amount of time and financial resources to ensure that we comply with all of these requirements. These reporting and
corporate governance requirements, coupled with the increase in potential litigation exposure associated with being a
public company, could also make it more difficult for us to attract and retain qualified persons to serve on our board of
directors or board committees or to serve as executive officers, or to obtain certain types of insurance, including
directors� and officers� insurance, on acceptable terms.

Any changes we make to comply with these obligations may not be sufficient to allow us to satisfy our obligations as
a public company on a timely basis, or at all.

We do not currently intend to pay cash dividends on our common stock and, consequently, your ability to achieve a
return on your investment will depend on appreciation in the price of our common stock.

We have never declared or paid any cash dividends on our common stock, and we currently intend to retain future
earnings, if any, to fund the development and growth of our business. Additionally, our existing debt agreements
contain covenants that restrict our ability to pay dividends. Therefore, we do not expect to declare or pay any
dividends on our common stock for the foreseeable future. As a result, your ability to receive a return on an
investment in our common stock will depend on any future appreciation in the market value of our common stock.
There is no guarantee that our common stock will appreciate or even maintain the price at which you purchased it.

Our principal stockholders and management own a significant percentage of our stock and will be able to exert
significant control over matters subject to stockholder approval.

Our directors, executive officers, and the holders of more than 10% of our common stock together with their affiliates
beneficially own a significant number of shares of our common stock. These stockholders, acting together, may be
able to determine all matters requiring stockholder approval. For example, these stockholders may be able to control
elections of directors, amendments of our organizational documents, or approval of any merger, sale of assets, or other
major corporate transaction. This may prevent or discourage unsolicited acquisition proposals or offers for our
common stock that you may feel are in your best interest as one of our stockholders.

If we fail to maintain proper and effective internal controls, our ability to produce accurate financial statements on
a timely basis could be impaired.

We are subject to the reporting requirements of the Exchange Act, certain provisions of the Sarbanes-Oxley Act and
the rules and regulations of the Nasdaq Capital Market. The Sarbanes-Oxley Act requires, among other things, that we
maintain effective disclosure controls and procedures and internal controls over financial reporting.

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.

As a public reporting company, we are subject to the periodic reporting requirements of the Exchange Act. Our
disclosure controls and procedures are designed to reasonably assure that information required to be disclosed by us in
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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
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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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.

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.
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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
acquisition.

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.
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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 earliest of (i) the end of the fiscal year in which the market value of our common stock that is held by
non-affiliates exceeds $700 million as of the end of the second fiscal quarter, (ii) the end of the fiscal year in which we
have total annual gross revenue of $1.07 billion or more during such fiscal year, (iii) the date on which we issue more
than $1 billion in non-convertible debt in a three-year period or (iv) December 31, 2019, the end of the fiscal year
following the fifth anniversary of the first sale of our common equity securities pursuant to an effective registration
statement filed under the Securities Act.

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.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds
None.

Item 3. Defaults Upon Senior Securities
None.

Item 4. Mine Safety Disclosures
Not Applicable.

Item 5. Other Information
None.
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Item 6. Exhibits

Exhibit
number Description

  4.1 Warrant to Purchase Stock, dated as of September 25, 2018 (Incorporated by reference to the
registrant�s current report on Form 8-K filed with the SEC on September 26, 2018).

10.1 Amended and Restated Employment Agreement dated September  18, 2018 with Donald Kellerman,
Pharm.D. (Incorporated by reference to the registrant�s current report on Form 8-K filed with the SEC on
September 24, 2018).

10.2 Amended and Restated Employment Agreement dated September  18, 2018 with Hayley Lewis
(Incorporated by reference to the registrant�s current report on Form 8-K filed with the SEC on
September 24, 2018).

10.3 Amendment Agreement dated October  15, 2018 with Donald Kellerman, Pharm.D. (Incorporated by
reference to the registrant�s current report on Form 8-K filed with the SEC on October 16, 2018).

10.4 Amendment Agreement dated October 15, 2018 with Hayley Lewis (Incorporated by reference to the
registrant�s current report on Form 8-K filed with the SEC on October 16, 2018).

10.5 Employment Agreement dated September  25, 2018 with Greg Kitchener (Incorporated by reference to
the registrant�s current report on Form 8-K filed with the SEC on October 16, 2018).

10.6� Master Lease Agreement, dated September 25, 2018, with Trinity Capital Fund III, L.P.

10.7�* Manufacturing and Supply Agreement, dated September 25, 2018 with Patheon Manufacturing Services
LLC

31.1� Certification of Principal Executive Officer pursuant to Rule 13a-14(a) or Rule 15d-14(a) of the
Securities Exchange Act of 1934, as adopted pursuant to Section 302 of the Sarbanes-Oxley Act  of
2002.

31.2� Certification of Principal Financial Officer pursuant to Rule 13a-14(a) or Rule 15d-14(a) of the
Securities Exchange Act of 1934, as adopted pursuant to Section 302 of the Sarbanes-Oxley Act of
2002.

32.1�** Certification of Principal Executive Officer and Principal Financial Officer pursuant to 18 U.S.C.
Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.

101.INS� XBRL Instance Document XBRL

101.SCH� XBRL Taxonomy Extension Schema Document

101.CAL� XBRL Taxonomy Extension Calculation Linkbase Document

101.DEF� XBRL Taxonomy Extension Definition Linkbase Document

101.LAB� XBRL Taxonomy Extension Label Linkbase Document

101.PRE� XBRL Taxonomy Extension Presentation Linkbase Document

� Filed herewith
*
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Confidential treatment has been requested for certain information contained in this Exhibit (indicated by
asterisk). Such information has been omitted and filed separately with the SEC.

** Exhibit 32.1 is being furnished and shall not be deemed to be �filed� for purposes of Section 18 of the Securities
Exchange Act of 1934, as amended (the �Exchange Act�), or otherwise subject to the liability of that section, nor
shall such exhibit be deemed to be incorporated by reference in any registration statement or other document
filed under the Securities Act of 1933, as amended, or the Exchange Act, except as otherwise specifically stated in
such filing.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be
signed on its behalf by the undersigned thereunto duly authorized.

Dated: November 15, 2018 Zosano Pharma Corporation

(Registrant)

/s/ John Walker
John Walker

Chief Executive Officer

(Principal Executive Officer)

/s/ Gregory Kitchener
Gregory Kitchener

Chief Financial Officer

(Principal Financial and Accounting Officer)
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