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This annual report on Form 10-K includes our trademarks, trade names and service marks, such as Liquidia, the Liquidia logo and PRINT, or Particle
Replication In Non-wetting Templates, which are protected under applicable intellectual property laws and are the property of Liquidia Technologies, Inc.
This annual report also contains trademarks, trade names and service marks of other companies, which are the property of their respective owners. Solely
for convenience, trademarks, trade names and service marks referred to in this annual report may appear without the ®, ™ or SM symbols, but such
references are not intended to indicate, in any way, that we will not assert, to the fullest extent under applicable law, our rights or the right of the applicable
licensor to these trademarks, trade names and service marks. We do not intend our use or display of other parties’ trademarks, trade names or service marks
to imply, and such use or display should not be construed to imply, a relationship with, or endorsement or sponsorship of us by, these other parties.
 

 



 
 
 

Cautionary Note Regarding Forward-Looking Statements
 
This annual report on Form 10-K contains forward-looking statements. All statements other than statements of historical facts contained in this annual
report may be forward-looking statements. The forward-looking statements are contained principally in the sections entitled “Risk Factors,” and
“Management’s Discussion and Analysis of Financial Condition and Results of Operations”, but are also contained elsewhere in this annual report. In some
cases, you can identify forward-looking statements by terms such as “may,” “might,” “will,” “should,” “expects,” “plans,” “anticipates,” “could,” “would,”
“intends,” “targets,” “projects,” “contemplates,” “believes,” “estimates,” “predicts,” “potential” or “continue” or the negative of these terms or other similar
expressions. Forward-looking statements involve known and unknown risks, uncertainties and other important factors that may cause our actual results,
performance or achievements to be materially different from any future results, performance or achievements expressed or implied by the forward-looking
statements. Forward-looking statements include, but are not limited to, statements about:
 
 ● our plans to develop and commercialize our product candidates;
 
 ● our planned clinical trials for our product candidates;
 
 ● the timing of the availability of data from our clinical trial;
 
 ● the timing of our planned regulatory filings;
 

 
● the timing of and our ability to obtain and maintain regulatory approvals for our product candidates, including the January 2020 filing of the New

Drug Application, or NDA, for LIQ861 or U.S. Food and Drug Administration, or FDA, acceptance of the NDA submission and potential approval
thereof;

 
 ● our ability to execute on our strategic or financial initiatives;
 
 ● the clinical utility of our product candidates and their potential advantages compared to other treatments;
 
 ● our commercialization, marketing and distribution capabilities and strategy;
 

 ● our ability to establish and maintain arrangements for the manufacture of our product candidates and the sufficiency of our current manufacturing
facilities to produce development and commercial quantities of our product candidates;

 
 ● our ability to establish and maintain collaborations;
 
 ● our estimates regarding the market opportunities for our product candidates;
 
 ● our intellectual property position and the duration of our patent rights;
 
 ● our estimates regarding future expenses, capital requirements and needs for additional financing; and
 

 ● our expected use of proceeds from prior public offerings and the period over which such proceeds, together with cash, will be sufficient to meet our
operating needs.

 
You should refer to the “Risk Factors” section of this annual report for a discussion of important factors that may cause our actual results to differ materially
from those expressed or implied by our forward-looking statements. The forward-looking statements in this annual report are only predictions, and we may
not actually achieve the plans, intentions or expectations included in our forward-looking statements. We have based these forward-looking statements
largely on our current expectations and projections about future events and financial trends that we believe may affect our business, financial condition and
results of operations. Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be predicted or quantified,
you should not rely on these forward-looking statements as predictions of future events. The events and circumstances reflected in our forward-looking
statements may not be achieved or occur and actual results could differ materially from those projected in the forward-looking statements.
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These forward-looking statements speak only as of the date of this annual report. While we may elect to update these forward-looking statements at some
point in the future, we have no current intention of doing so except to the extent required by applicable law. You should therefore not rely on these forward-
looking statements as representing our views as of any date subsequent to the date of this annual report on Form 10-K.
 
Unless the context otherwise requires, references in this annual report to “we,” “us”, “our” and the “Company” refer to Liquidia Technologies, Inc., a
Delaware corporation.
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PART I
 
Item 1. Business.
 
Overview
 
We are a late-stage clinical biopharmaceutical company focused on the development and commercialization of novel products utilizing our proprietary
PRINT® technology to transform the lives of patients. PRINT is a particle engineering platform that enables precise production of uniform drug particles
designed to improve the safety, efficacy and performance of a wide range of therapies. We are currently focused on the development of two product
candidates for which we hold worldwide commercial rights: LIQ861 for the treatment of pulmonary arterial hypertension, or PAH, and LIQ865 for the
treatment of local post-operative pain. LIQ861, for which we recently filed a New Drug Application, or NDA, with the FDA, is an inhaled dry powder
formulation of treprostinil designed to improve the therapeutic profile of treprostinil by enhancing deep-lung delivery and achieving higher dose levels than
current inhaled therapies. We have applied our PRINT technology to enable us to deliver LIQ861 through a convenient, palm-sized dry powder inhaler, or
DPI. We have also applied our PRINT technology to our second product candidate, LIQ865, for which we have completed two Phase 1 clinical trials and
have initiated Phase 2-enabling toxicology studies. LIQ865 is designed to deliver sustained-release particles of bupivacaine, a non-opioid anesthetic, to treat
local post-operative pain for three to five days through a single administration. Additionally, we recently initiated a pre-clinical program to develop an
inhaled product leveraging the benefits of our PRINT technology to engineer particles with precise, uniform, aerodynamic size and shape for deep lung
delivery. 
 
LIQ861 for Pulmonary Arterial Hypertension
 
In January 2020, we submitted an NDA to the FDA for LIQ861, our lead product candidate, as a potential treatment for patients with PAH. Treprostinil is a
synthetic analog of prostacyclin, a vasoactive mediator essential to normal lung function, which is deficient in patients with PAH. We believe that LIQ861
has the potential to improve the therapeutic profile of existing formulations of treprostinil by enhancing deep-lung delivery and achieving higher dose levels
than current inhaled therapies. We are developing LIQ861 under the 505(b)(2) regulatory pathway with Tyvaso® (treprostinil, inhaled solution) as the
reference listed drug, which allows us to rely in part on the FDA’s previous findings of efficacy and safety of Tyvaso and the active ingredient treprostinil,
which has been approved in four different products administered through the oral, inhaled and continuous infusion (parenteral) routes.
 
PAH is a chronic, progressive disease caused by the hardening and narrowing of the pulmonary arteries that can lead to right heart failure and eventually
death. Treprostinil is a synthetic analog of prostacyclin, a vasoactive mediator essential to normal lung function that is deficient in patients with PAH. PAH
is a rare disease, with an estimated prevalence in the United States of approximately 30,000 patients. An independent industry research firm estimated that
in 2019 products containing treprostinil across its three routes of administration (oral, inhaled and parenteral infusion) may generate revenue that represents
about one-quarter of the approximately $3.5 billion U.S. market for pulmonary hypertension drug therapies. The inhaled route of administration, in which
medication is inhaled directly into the lungs, helps minimize the off-tissue adverse side effects of systemic delivery. Tyvaso, marketed by
United Therapeutics in the United States, is the standard of care among the inhaled therapies, with more than 80% of inhaled prostacyclin sales in the
United States. Current inhaled therapies, including Tyvaso, are delivered by a nebulizer, a device that converts a liquid formulation into mist, and require
between four and nine doses per day. Nebulizers require regular care and maintenance, including daily cleaning and access to additional parts and supplies,
such as distilled water and a power source, all of which compromise the portability of the device and the quality of life of patients.
 
We believe LIQ861, if approved, will be the first-to-market inhaled dry powder treprostinil that can be delivered using a convenient, palm-sized DPI. We
further believe that LIQ861 can overcome the limitations of current inhaled therapies and has the potential to maximize the therapeutic benefits of
treprostinil in treating PAH by safely delivering higher doses into the lungs. Based on our in vitro studies we believe that the precise size, trefoil-like shape
and uniformity of each LIQ861 particle may provide deep-lung delivery of treprostinil and may reduce deposition in the upper airway where irritation and
pain have been observed with nebulized treprostinil.
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In August 2019, we completed an open-label Phase 3 clinical trial, INSPIRE, or Investigation of the Safety and Pharmacology of Dry Powder Inhalation of
Treprostinil, for LIQ861. The primary objective of the INSPIRE study was to evaluate the long-term safety and tolerability of LIQ861. The study was
designed to evaluate patients who have either been under stable treatment with Tyvaso (nebulizer-delivered treprostinil), for at least three months and were
transitioned to LIQ861 under the protocol, or Transition patients, or patients who had been under stable treatment with no more than two non-prostacyclin
oral PAH therapies for at least three months and then had their treatment regimen supplemented with LIQ861 under the protocol, or Add-On patients.
Within the INSPIRE study, 18 Transition patients were evaluated in a one-directional crossover sub-study comparing bioavailability and pharmacokinetics,
or PK, of treprostinil following dosing of LIQ861 as compared with Tyvaso.
 
In March 2019, we reported that we had completed enrollment and met the primary endpoint, which was long-term safety and tolerability, in our INSPIRE
trial. LIQ861 was observed to be well-tolerated in 109 patients, with 101 patients (93%) completing at least two months of treatment. During the two-month
period, LIQ861 was evaluated at doses up to 159 mcg (clinical trial nomenclature of 150 mcg capsule strength) with no study-drug related serious adverse
events. Dosing has exceeded 159 mcg in some patients receiving drug beyond the Month 2 time point. We have not yet determined a maximum tolerated
dose of LIQ861. We also reported fully enrolling our one-directional crossover sub-study comparing bioavailability and PK of treprostinil as sub-study
patients transitioned from Tyvaso to LIQ861.
 
In April 2019, we reported further data from these 109 patients in our INSPIRE trial on exploratory endpoints at two months of treatment that demonstrated
generally favorable results with respect to six-minute walk distance and quality of life as indicated by the Minnesota Living with Heart Failure
Questionnaire, or MLHFQ. In May 2019, we reported further presentation of this data at the American Thoracic Society, or ATS, International Conference
2019.
 
In June 2019, we reported results from the INSPIRE study indicating that the 79.5 mcg dose of LIQ861 (clinical trial nomenclature of 75 mcg capsule
strength) correlates with nine breaths of Tyvaso, the maximum recommended label dose of Tyvaso. Analysis of the data from the PK sub-study in patients
showed variability in systemic plasma levels of both LIQ861 and Tyvaso, which is believed to be attributed to variation in severity of disease and has been
seen in prior studies of treprostinil in patients. To more accurately characterize the PK of LIQ861, we conducted two additional PK studies in healthy
volunteers. In the first of these studies, we observed unexpected variability in PK levels. Post-hoc analysis showed that plasma levels of treprostinil were
tightly correlated to the LIQ861 dose delivered. Based upon additional non-clinical and clinical work, we believe the unexpected variability seen in this
healthy volunteer study was due to an administration technique unique to the conduct of the study in the Phase 1 setting. In August 2019, we completed a
second PK study in healthy volunteers in which the proper administration technique was followed. This study demonstrated significantly reduced variability,
and we believe we have established comparative bioavailability to the reference listed drug.
 
Final enrollment in the pivotal INSPIRE trial included 121 PAH patients to assess safety and tolerability through Month 2, the primary endpoint of the trial.
Of the 121 patients enrolled in the study, 55 were Transition patients and 66 were Add-On patients. Add-On patients started on a dose of 26.5 mcg of
LIQ861 (clinical trial nomenclature of 25 mcg capsule strength), with most (>80%) titrating to a 79.5 mcg dose or higher within the first two months of
treatment. Consistent with preliminary data presented in the second quarter of 2019, LIQ861 was observed to be well-tolerated and treatment-emergent
adverse events were mostly mild to moderate in nature at Month 2 up to doses of 159 mcg of LIQ861, the highest dose studied at Month 2. Durability of
therapy with LIQ861 appeared to be favorable, with 96% of Transition patients and 91% of Add-On patients remaining on study drug at the Month 2
timepoint.
 
Initial analysis of the exploratory endpoints from the INSPIRE study indicates that LIQ861 may provide functional and quality-of-life benefits to PAH
patients in New York Heart Association, or NYHA, functional classes II and III. More than 90% of all patients who completed two months of treatment
maintained or improved their NYHA functional class. Additionally, we observed improvement in six-minute-walk-distance and quality of life as measured
by the MLHFQ in both patient groups.
 
We continued to treat patients who chose to remain on LIQ861 beyond the Month 2 timepoint of the primary endpoint. More than 80% of INSPIRE patients
remained on study drug at Month 4 with no significant changes in safety or tolerability observed compared to Month 2. At the completion of the INSPIRE
study, the patient with the longest duration of treatment had been on LIQ861 therapy for 18 months. To provide for continuity of treatment, patients from
INSPIRE were provided the opportunity to continue receiving treatment in an extension study, which is currently ongoing. In addition, we are enrolling
patients in a clinical study at certain investigational sites in Europe to characterize the hemodynamic dose-response relationship to LIQ861. We are also
considering conducting other clinical trials to generate additional data on LIQ861, including a clinical trial in pediatric patients. We also continue to conduct
development work in support of potential approval and commercialization of LIQ861, including label and patient-use assessments.
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LIQ865 for Post-Operative Pain
 
LIQ865 is our proprietary injectable, sustained-release formulation of bupivacaine, a non-opioid pain medication. We have engineered the size and
composition of the LIQ865 PRINT particles to release bupivacaine over three to five days through a single administration for the management of local post-
operative pain after a surgical procedure. We completed a Phase 1a clinical trial of LIQ865 in Denmark in 2017 and a Phase 1b clinical trial in the
United States in 2018. We initiated Phase 2-enabling toxicology studies in 2019 to assess LIQ865 in multiple non-clinical tissue models. Results from a
study to assess incision tensile strength after healing were acceptable and not statistically different from controls. A nonclinical study to examine soft tissue
healing was also completed, and the results were acceptable and comparable to vehicle-treated, saline-treated, and Marcaine-treated sites. We believe this
data supports progression to Phase 2 hernia repair studies. In a study to assess bone fracture healing, we observed dose-dependent delayed healing at the two
LIQ865 doses studied; however, there were no adverse effects noted on surrounding soft tissues. Additional studies have been initiated with lower doses of
LIQ865 to determine a no adverse effect level, or NOAEL, on bone healing. We will review the results from these toxicology studies, and if supportive, we
intend to initiate Phase 2 proof-of-concept clinical trials, subject to availability of capital and other factors, during 2021. We believe LIQ865, if successfully
developed and approved, has the potential to provide significantly longer local post-operative pain relief compared to currently marketed formulations of
bupivacaine.
 
We estimate that there were over 40 million surgeries in our target market, which consists of orthopedic and soft tissue surgeries, performed in the
United States in 2016. According to IMS Health, an independent market research firm, the global market for local anesthetics was approximately
$761.1 million in 2017. Despite current pain-management protocols, post-operative pain is still undermanaged, with studies showing that approximately
50% of patients self-report inadequate pain relief. Post-operative pain management is becoming more important as surgeries increase in volume and
complexity and hospitals seek treatments that support faster recovery and time to discharge. Concurrently, the risk of opioid abuse and diversion has led
physicians, payors and the U.S. federal government to prioritize pain management strategies that minimize reliance on opioids. Local anesthetics, such as
bupivacaine, provide a well-established, non-opioid option for post-operative pain management, but their duration of efficacy has been limited to
eight hours or less. The FDA has approved one long-acting local anesthetic, liposomal bupivacaine, but pain relief typically lasts only 24 to 36 hours,
according to physicians, and its use in combination with other local anesthetics can result in an unsafe release of drug.
 
Our PRINT Technology
 
Both LIQ861 and LIQ865 are based upon our proprietary PRINT particle engineering technology, which allows us to engineer and manufacture highly
uniform drug particles with precise control over their size, three-dimensional geometric shape and chemical composition. By controlling these physical and
chemical parameters of particles, PRINT enables us to target and design desirable pharmacological benefits into product candidates, including prolonged
duration of drug release, increased drug loading, a more convenient method of administration, novel combination products, enhanced storage and stability
and the potential to reduce adverse side effects. We have scaled PRINT manufacturing to meet the demands of clinical development and, we believe,
commercial production. Our approach enables us to design and produce custom micro- and nano-particles containing existing or new small molecule drugs
or biologics. For example, we have engineered LIQ861 so that each particle has an ideal, uniform, aerodynamic size and shape for deep-lung delivery. Our
PRINT particle engineering technology also allows us to design the chemical composition of particles to control drug release ranging from minutes, days,
weeks or months as needed to meet a target profile, such as LIQ865’s three to five day release of bupivacaine.
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Development, Regulatory and Commercial Strategy
 
Initially, our internal pipeline is focused on the development of improved and differentiated drug products containing FDA-approved active pharmaceutical
ingredients, or APIs, with established efficacy and safety profiles, which we believe are eligible for the 505(b)(2) regulatory pathway to seek marketing
approval in the United States. The 505(b)(2) regulatory pathway can be capital efficient and potentially enable a shorter time to approval. We are seeking
marketing approval in the United States for LIQ861 under the 505(b)(2) regulatory pathway, which would allow us to rely in part on existing knowledge of
the safety and efficacy of the reference listed drugs. The FDA has indicated that it considers LIQ861, which is delivered by a DPI, to be a drug-device
combination product and, accordingly, the DPI will be evaluated as part of our NDA filing. We also intend to develop LIQ865 under the 505(b)(2)
regulatory pathway. Additionally, we recently initiated a pre-clinical program to develop an inhaled product leveraging the benefits of our PRINT
technology to engineer particles with precise, uniform, aerodynamic size and shape for deep lung delivery.
 
In addition to building our own internal pipeline, we may collaborate with pharmaceutical companies to assist in the development of their product
candidates by leveraging our PRINT technology, which we believe has application across a wide range of therapeutic areas, molecule types and routes of
administration. If our product candidates receive marketing approval, we plan to commercialize them in the United States either by ourselves or through
partnership or licensing arrangements with other pharmaceutical companies. Outside of the United States, we intend to pursue the regulatory approval and
commercialization of our product candidates in collaboration with pharmaceutical companies with regional expertise. We intend to manufacture our product
candidates using in-house capabilities. Where appropriate, we will rely on contract manufacturing organizations, or CMOs, to produce, package and
distribute our approved drug products on a commercial scale.
 
Product Pipeline
 
The following table summarizes our clinical-stage product candidates being developed using PRINT technology.
 

 
Our Strategy
 
Our goal is to develop and commercialize medicines with improved and differentiated product profiles based on our PRINT particle engineering technology.
To achieve this goal, we intend to execute the following key elements of our business strategy:
 

 

● Obtain regulatory approval of LIQ861, our proprietary dry powder inhalation formulation of treprostinil. In January 2020, we submitted an
NDA to the FDA for LIQ861, our lead product candidate, as a potential treatment for patients with PAH. Treprostinil is a synthetic analog of
prostacyclin, a vasoactive mediator essential to normal lung function, which is deficient in patients with PAH. We believe that LIQ861 has the
potential to improve the therapeutic profile of existing formulations of treprostinil by enhancing deep-lung delivery and achieving higher dose
levels than current inhaled therapies. LIQ861 is being developed under the 505(b)(2) regulatory pathway with Tyvaso as the reference listed drug,
which allows us to rely in part on the FDA’s previous findings of efficacy and safety of Tyvaso and the active ingredient treprostinil, which has
been approved in four different products administered through the continuous infusion (parenteral), inhaled and oral routes. Our NDA submission
was supported by the favorable results of our pivotal Phase 3 trial, INSPIRE, conducted in 121 patients and completed during the third quarter of
2019.
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● Advance our local post-operative pain product candidate, LIQ865, through Phase 2-enabling toxicology studies into Phase 2 clinical trials. We
completed a Phase 1a clinical trial of LIQ865 in Denmark in 2017 and a Phase 1b clinical trial in the United States in 2018. We initiated Phase 2-
enabling toxicology studies in 2019 to assess LIQ865 in multiple non-clinical tissue models. Results from a study to assess incision tensile strength
after healing were acceptable and not statistically different from controls. A nonclinical study to examine soft tissue healing was also completed,
and the results were acceptable and comparable to vehicle-treated, saline-treated, and Marcaine-treated sites. We believe this data supports
progression to Phase 2 hernia repair studies. In a study to assess bone fracture healing, we observed dose-dependent delayed healing at the two
LIQ865 doses studied; however, there were no adverse effects noted on surrounding soft tissues. Additional studies have been initiated with
lower doses of LIQ865 to determine a NOAEL on bone healing. We will review the results from these toxicology studies, and if supportive, we
intend to initiate Phase 2 proof-of-concept clinical trials, subject to availability of capital and other factors, during 2021. We believe LIQ865, if
successfully developed and approved, has the potential to provide significantly longer local post-operative pain relief compared to currently
marketed formulations of bupivacaine.

 

 

● Secure regulatory approval and commercialize our products in the United States either ourselves or through partnership or licensing
arrangements with other pharmaceutical companies, and globally through licensing arrangements with pharmaceutical companies. We hold
worldwide commercialization rights to LIQ861 and LIQ865. We are currently exploring opportunities to commercialize LIQ861 in the United
States, subject to receiving regulatory approval, either by ourselves or through partnership or licensing arrangements with other pharmaceutical
companies. With respect to LIQ865, after reviewing the results of all of our Phase 2-enabling toxicology studies, and subject to the availability of
sufficient funding, we plan to evaluate whether to pursue continued internal development or to explore licensing arrangements with other
pharmaceutical companies. Outside of the United States, we intend to pursue the regulatory approval and commercialization of LIQ861 and
LIQ865 through licensing arrangements with pharmaceutical companies with regional expertise.

 

 

● Expand our internal pipeline leveraging our PRINT technology. We intend to continue targeting diseases where we believe our PRINT
technology can improve the efficacy, safety and patient experience of current treatments that have been impaired by suboptimal drug product
formulation and delivery. We plan to focus initially on the development of improved and differentiated drug products containing FDA-approved
active pharmaceutical ingredients, or APIs, with proven efficacy and safety profiles eligible to use the 505(b)(2) regulatory pathway. In addition,
we may expand our clinical development of LIQ861 and LIQ865, where appropriate, into broader indications or new applications.

 

 

● Pursue strategic collaborations to maximize the value of products enabled by PRINT technology. In addition to advancing our own internal
product candidates, we have collaborated, and may consider collaborating, with pharmaceutical companies to develop their own product candidates
across a wide range of therapeutic areas, molecule types and routes of administration, leveraging our PRINT technology. We believe that
collaborating with pharmaceutical companies helps advance new PRINT capabilities, while adding to our intellectual property portfolio.
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Our Competitive Strengths
 
We believe that we have several key strengths that have contributed to the development of our business and that will help us to realize our goal of becoming
a biopharmaceutical company across research, development and commercialization activities. Our competitive strengths include:
 

 

● Our PRINT technology gives us the capability to overcome the constraints of conventional formulation and production methods and can be
applied broadly across therapeutic areas, molecule types and routes of administration. Our PRINT technology allows us to precisely engineer
drug particles in a wide variety of compositions, sizes and shapes and achieve a high level of control over the physical and chemical characteristics
of drug particles, as compared to conventional formulation and production methods. PRINT particles can be designed to address specific
pharmacological or therapeutic objectives, such as enhancing the route of administration, improving solubility, enhancing stability or extending
therapeutic effects. Using our PRINT technology, we are able to engineer, among others, small molecule and biologic particles, single agent drug
and combination drug particles and vaccine particles to improve efficacy, safety and convenience for patients. Our internal pipeline strategy is
currently focused on developing proprietary innovations to currently approved drug products in order to minimize development risks and increase
speed to market. In particular, we have designed LIQ861 to maximize the therapeutic benefits of treprostinil in treating PAH by safely delivering
higher doses into the lungs using a convenient, palm-sized DPI. We believe that this may lead to a more attractive product profile with a more
convenient method of administering the drug, as compared to the currently available inhaled therapies. We have also designed LIQ865 with the
intention of providing patients with local post-operative analgesia for three to five days. We believe this would provide a longer period of pain
relief than the currently available local-acting pain drugs and thereby reduce reliance on opioids and non-steroidal anti-inflammatory drugs, or
NSAIDs, for local post-operative pain management.

 

 

● We have scaled operations with rapid and cost-effective transition to clinical development and commercial production. We believe our research
and development operations and PRINT technology allow us to transition rapidly and cost-effectively from laboratory to clinical development and
ultimately commercial-scale manufacture of drug particles. Utilizing well-established techniques from other roll-to-roll manufacturing processes,
we have scaled PRINT technology to support the quality and quantity needs for clinical and, we believe, commercial production of our product
candidates. The manufacturing equipment for the PRINT technology requires a relatively small footprint, low capital investment and minimal
operating costs. We believe our manufacturing facilities comply with the FDA’s current good manufacturing practices, or cGMP, requirements.

 

 

● We have a strong proprietary position through a combination of patents, trade secrets, proprietary know-how and licensing arrangements. We
protect our PRINT technology and the resulting engineered particles through a combination of patents, trade secrets, proprietary know-how and
licensing arrangements. We have an active patent strategy that covers major geographic markets, including the United States, Europe and Japan. As
of December 31, 2019, our patent portfolio, which includes patents and patent applications we own or co-own, as well as patents and patent
applications we have licensed from third parties, such as the University of North Carolina at Chapel Hill, or UNC, comprises 127 issued patents
and 32 pending patent applications worldwide. As we develop new product candidates, either independently or with collaborators, we will seek
additional patent protection.

 

 
● We have strong capabilities in pharmaceutical research and clinical development. Our research and development team includes 22 employees as

of December 31, 2019, led by our senior management, and has extensive experience in clinical development and pharmaceutical research and
development activities in our specific areas of research interest.

 

 

● We have a seasoned management team. Our management team includes industry veterans with significant experience in drug discovery,
development and commercialization. Members of our leadership team have worked across different segments of the pharmaceutical industry,
including branded and generic pharmaceuticals, medical devices and manufacturing services. Prior to joining us, our Chief Executive Officer and
director, Neal Fowler, served as president of Centocor, Inc., a subsidiary of Johnson & Johnson that is focused on the development and
commercialization of biomedicines used to treat chronic inflammatory diseases. Additionally, our Chief Operations Officer, Robert Lippe,
previously served as executive vice president of operations and chief operations officer at Alexza Pharmaceuticals, Inc. Furthermore, our Senior
Vice President, Product Development, Dr. Robert Roscigno, previously served as the president and chief operating officer of Lung Rx, Inc., where
he was a member of the team responsible for bringing Tyvaso through Phase 3 development, and held multiple leadership positions at
United Therapeutics and its subsidiaries, where he contributed to the successful development and worldwide commercialization of Remodulin™, a
parenteral formulation of treprostinil. We believe that the experience of these individuals and other members of our management team enables us to
evaluate opportunities and build collaboration arrangements that match the breadth of the potential applications for our PRINT technology.
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Our Product Candidates
 
LIQ861
 
Our lead product candidate, LIQ861, is an inhaled dry powder formulation of treprostinil designed using our PRINT technology to enhance deep-lung
delivery using a convenient DPI for the treatment of PAH. We believe LIQ861 can overcome the limitations of current inhaled therapies and has the
potential to maximize the therapeutic benefits of treprostinil in treating PAH by safely delivering higher doses into the lungs. If approved, we believe
LIQ861 will have the potential to increase the number of patients using the inhaled route of administration for PAH by providing the benefits of inhaled
prostacyclin therapy earlier in a patient’s disease progression as well as delaying the burden of starting continuously infused agents.
 
Background on PAH
 
PAH is a chronic, progressive disease caused by hardening and narrowing of the pulmonary arteries that can lead to right heart failure and eventually death.
Prostacyclin is a vasoactive mediator essential to normal lung function that is deficient in patients with PAH. With PAH, the elevated pressure in the
pulmonary arteries strains the right side of the heart as it pumps blood to the lungs. The extra stress causes the heart to enlarge and become less flexible,
compromising its ability to pump blood through the lungs and to the rest of the body. PAH initially presents as exertional dyspnea, lethargy and fatigue and
may be confused with other disease states with similar symptoms. PAH often goes undiagnosed or misdiagnosed until symptoms become severe, with the
mean time from onset of symptoms to correct diagnosis being more than two years in the United States. As PAH progresses and right ventricular failure
develops, exertional chest pain, or angina, exertional syncope and peripheral edema may develop. Following confirmation of the diagnosis based on
hemodynamic parameters, treatment is recommended to lower pulmonary arterial pressures and treat the symptoms of PAH.
 
PAH is part of a larger classification of pulmonary hypertension, or PH, which is divided into five groups based on the criteria of the World Health
Organization, or WHO, as defined at the 5th World Symposium on Pulmonary Hypertension. WHO Group I is comprised of individuals with PAH.
 
PAH is a rare disease, with an estimated prevalence in the United States of approximately 30,000 patients. The mean age of diagnosis is 50 years according
to both French and U.S. registries, with more women being diagnosed with PAH than men. Patients may have idiopathic PAH, in which no underlying cause
can be determined, or a heritable form of the disease. A large number of PAH patients also have associated comorbidities such as congenital heart disease,
HIV, connective tissue diseases like scleroderma, liver diseases, systemic hypertension, obesity, clinical depression, non-PAH related obstructive airways,
sleep apnea and diabetes.
 
Due to delayed diagnosis, many patients already have an advanced form of PAH, requiring aggressive treatment combining multiple classes of therapy. The
severity of PAH may be classified according to the heart failure guidelines of the NYHA based on the degree of limitation of physical activity and described
by the American Heart Association as follows:
 

 ● NYHA Class I — No limitation of physical activity. Ordinary physical activity does not cause undue fatigue, palpitation or dyspnea, which is
shortness of breath.

 
 ● NYHA Class II — Slight limitation of physical activity. Comfortable at rest. Ordinary physical activity results in fatigue, palpitation or dyspnea.
 
 ● NYHA Class III — Marked limitation of physical activity. Comfortable at rest. Less than ordinary activity causes fatigue, palpitation or dyspnea.
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 ● NYHA Class IV — Unable to carry on any physical activity without discomfort. Symptoms of heart failure at rest. If any physical activity is
undertaken, discomfort increases.

 
As the disease progresses, these symptoms cause a significant negative impact on quality of life, limiting the ability to perform common daily activities,
including work, travel and previous hobbies. Patients also describe the emotional toll of PAH, including fear, frustration, embarrassment and stigma. The
burden of care associated with currently available treatments can add further logistical and emotional burden to the patients.
 
Current Therapies and Their Limitations
 
There is currently no cure for PAH. The goals of existing treatments are to alleviate symptoms, maintain or improve NYHA functional class, delay disease
progression and improve quality of life. Inhaled therapies are generally prescribed for, but not limited to, patients in NYHA Class II and Class III. Approved
drugs target three distinct molecular pathways that have been implicated in the disease process: the prostacyclin pathway, the nitric oxide pathway and the
endothelin pathway. Drugs targeting each of these pathways are used alone or in combination with each other to treat patients with PAH. Prostacyclin
deficiency in the lung is a central dysfunction in PAH, but can be supplemented with prostacyclin analogs. Prostacyclin deficiency can also be managed
with a recently approved selective IP prostacyclin receptor agonist, selexipag. Nitric oxide deficiency can be treated with phosphodiesterase-5, or PDE5,
inhibitors, which target a specific enzyme, increasing vasodilation. Endothelin overexpression in PAH patients causes vasoconstriction of pulmonary
vasculature, but can be treated with endothelin receptor antagonists, or ERAs. Many physicians start their PAH patients on oral PDE5 inhibitors, oral ERAs
or both. Drugs targeted to the prostacyclin pathway are usually added to these oral therapies, but can be used alone.
 
Drugs targeting the prostacyclin pathway are central to PAH therapy. Prostacyclin is essential to normal lung function. In healthy people, prostacyclin,
which is a vasoactive mediator, is continually released by the lungs into the pulmonary arterial circulation, where it affects the regulation of vascular tone,
including through direct vasodilation of pulmonary arteries, inhibition of the proliferation of smooth muscle cells within arteries and inhibition of platelet
aggregation. To supplement the deficiency of prostacyclin in patients with PAH, several prostacyclin analogs have been developed including epoprostenol,
which is administered intravenously; treprostinil, which can be administered intravenously, subcutaneously or in nebulized or oral formulations; and
iloprost, which can be administered intravenously or in nebulized form. A new class of drugs called selective IP prostacyclin receptor agonists help
stimulate some of the mechanisms that would otherwise be promoted by prostacyclin or an analog. Selexipag, an oral agent, is the only approved drug in
this new class.
 
The goal of treatment targeting the prostacyclin pathway is to maximize a patient’s exposure to the highest tolerable level of drug. Prostacyclin analogs, like
treprostinil, have been developed for continuous infusion, either intravenously or subcutaneously, inhalation using a nebulizer and oral administration in the
form of tablets. The maximal efficacy benefit of any one drug in the prostacyclin pathway is partially limited by its specific safety profile. Drugs exerting
their effect through the prostacyclin pathway, including oral treprostinil and IP prostacyclin receptor agonists such as selexipag, are limited by side effects
from binding of the drug to receptors in non-targeted tissues, such as the gastrointestinal tract and nerves, which can cause diarrhea, nausea and jaw pain.
Nebulized solutions can have side effects including cough, upper airway irritation and pain caused by their topical irritant properties, which limits the
amount of drug that can be given to the patient. As the disease progresses, patients require continuous prostacyclin infusion to maximize drug exposure.
However, infusion pumps can cause side effects related to infusion site pain and risk of infection, while also adversely affecting quality of life.
 
Delivering prostacyclin analogs locally to the lungs by inhalation has been effective and causes fewer systemic side effects. Inhalation of prostacyclin
analogs supplements the endogenous production of prostacyclin where it is normally synthesized, near the targeted pulmonary arteries. As a result,
inhalation of prostacyclin analogs helps avoid side effects related to off-target tissues and takes advantage of binding key prostacyclin receptors that are
preferentially expressed in the lung. The only inhaled prostacyclin analogs approved by the FDA are Tyvaso and Ventavis, which both require nebulizers.
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Tyvaso (treprostinil) is approved in the United States and Israel, but is not approved in Europe and Japan. Tyvaso is indicated for the treatment of PAH to
improve exercise ability. The maximum recommended dose of Tyvaso is 54 mcg, delivered four times daily from a proprietary nebulizer, requiring
nine breaths for each dose. In a long-term open-label extension study of Tyvaso, patients continued treatment for a mean duration of 2.3 years, with 89% of
patients achieving the target dose of 54 mcg, delivered in nine breaths, and 42% achieving a dose of 72 mcg, delivered in 12 breaths. It has been reported
that more than 80% of PAH patients on inhaled therapy in the United States use Tyvaso. United Therapeutics reported approximately $415 million in sales
of Tyvaso in 2019.
 
Ventavis (iloprost) is approved in the United States, Europe and Japan. Ventavis is a synthetic analog of prostacyclin indicated for the treatment of PAH to
improve a composite endpoint consisting of exercise tolerance, symptoms and lack of deterioration. Ventavis is administered with a proprietary nebulizer six
to nine times per day during waking hours, no more than once every two hours, and takes six to ten minutes to administer per use.
 
Tyvaso and Ventavis both require the use of proprietary nebulizers. Patients must follow specific instructions to set up and operate the device, clean the
device daily, locate a power source or use a battery to operate the device, and carry the device and its associated accessories around in a large carrying case,
along with distilled water, to administer the treatment throughout the day. As a result, the use of these approved inhaled prostacyclin therapies is typically
limited to patients who have not responded to oral medications that target the three pathways. Current medical practice is to add an inhaled drug to the
patient’s existing oral ERA and/or PDE5 treatment regimen, rather than withdrawing the oral drug upon initiation of the inhaled drug.
 
Potential Benefits of Our Approach
 
We believe LIQ861 can overcome the limitations of current nebulized therapies and has the potential to maximize the therapeutic benefits of treprostinil in
treating PAH by safely delivering higher doses into the lungs using a convenient, palm-sized DPI. In our clinical trials, LIQ861 has been well-tolerated at
doses approximately twice as high as the maximum recommended dosage of Tyvaso. These higher doses of inhaled dry powder treprostinil can also be
administered in one to four breaths, compared to nine breaths for the maximum recommended dose of Tyvaso. Additionally, we believe LIQ861 may have
the potential to improve overall patient adherence by offering the convenience of a discrete, palm-sized DPI. In our market research, patients expressed a
preference for a DPI product, noting that it can fit easily into a purse, minimize hassle while traveling and reduce the breaths and time associated with their
current nebulized treatments.
 
The advantages of the LIQ861 product profile are enabled by our PRINT technology. Each LIQ861 particle is designed to enhance delivery and deep-lung
penetration. LIQ861 particles are a precise size and highly uniform shape, since particles are formed from mold cavities that exactly match each other.
Competing technologies, such as spray-drying, create particles that have a broader variation in size and shape. As a result, particles farther from the mean
target size would be too large or too small to reach the intended location in the deep-lung.
 
Inspired by a naturally occurring pollen, LIQ861 PRINT particles have a one micrometer trefoil-shape measured by an inscribed one micrometer circle as
shown in the figure below. In vitro studies suggest that the uniformity of size and shape allow our inhaled particles to target delivery into the lungs with less
deposition in the upper airways. Our independent control of the parameters of drug particles has enabled us to create the first clinically tested therapeutic
that stabilizes treprostinil in an inhaled dry powder formulation.
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The figures below depict LIQ861, with the figure on the left showing size and shape consistency among particles and the figure on the right showing their
trefoil shape:
 

 
 
LIQ861 is administered using the RS00 Model 8 DPI, which is manufactured by Plastiape S.p.A. This device and its variants have been used in at least eight
marketed products globally since 2001, including Novartis’s Foradil Aerolizer® for the treatment of asthma and chronic obstructive pulmonary disease, or
COPD.
 
The picture below shows the DPI used to administer LIQ861:
 

 
Clinical Development
 
The INSPIRE study was designed to evaluate patients who have either been under stable treatment with nebulizer-delivered treprostinil for at least three
months and are transitioned to LIQ861 under the protocol or who have been under stable treatment with no more than two non-prostacyclin oral PAH
therapies for at least three months and have their treatment regimen supplemented with LIQ861 under the protocol. The primary objective of the study was
to evaluate the long-term safety and tolerability of LIQ861.
 
In the United States, we submitted  an NDA under the 505(b)(2) regulatory pathway in January 2020. The 505(b)(2) pathway allows us to rely, in part, on
the FDA’s prior conclusions of efficacy and safety for Tyvaso, and the active ingredient treprostinil (which has been the active ingredient in several different
products, in total, approved by the FDA, with routes of administration including continuous infusion, inhaled and oral routes).
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Clinical Development
 
We have developed LIQ861 under the 505(b)(2) regulatory pathway, which allows for an accelerated development program based upon establishing safety,
tolerability, and comparative bioavailability to a reference listed drug, which for LIQ861 is Tyvaso. Our clinical development program has consisted of two
principal studies. The first of these was a Phase 1 study in healthy volunteers that was designed to assess the safety, tolerability and pharmacokinetic
parameters of LIQ861 in healthy volunteers. After an end of Phase 1 meeting with the FDA, we proceeded directly to a pivotal Phase 3 study, without being
required to conduct a Phase 2 study. In addition, we conducted two supplementary pharmacokinetic studies in healthy volunteers. The results of these
studies, which serve as the basis for our NDA submission, are described below.
 
Phase 1 Trial
 
We conducted a randomized, placebo-controlled, double-blind, Phase 1 trial in 57 healthy volunteers to assess safety, tolerability and pharmacokinetics
following a single administration of LIQ861 at treprostinil capsule strengths between 25 mcg and 150 mcg. The subjects were enrolled into six dose cohorts.
Within each dose cohort, subjects were randomized to receive LIQ861 or a placebo.
 

Dose Selection
 
For the first-in-human study, the initial dose for LIQ861 was chosen based on the indicated dosing for the reference listed drug, Tyvaso. Independent
investigations of particle emission using the RS00 Model 8 DPI and simulated inspiration of the bulk powder from a nebulizer led to a projection that a
25 mcg treprostinil capsule strength of LIQ861 dry powder inhalation would result in approximately similar treprostinil administration as three breaths of
Tyvaso, or 18 mcg of treprostinil, the lowest approved dose through nebulization. The following table shows the doses of LIQ861 tested along with our
estimate of the equivalent Tyvaso dose.
 

 

 
(1) LIQ861 capsule treprostinil strength doses between 25 mcg and 100 mcg are single capsules. LIQ861 capsule treprostinil strength doses of

125 mcg and 150 mcg are two capsules, but, if approved, they could be developed as single capsules and therefore only require one to
two breaths.

 
 (2) Tyvaso (treprostinil) full prescribing information: initial dosage: 3 breaths (18 mcg); maximum recommended dosage: 9 breaths (54 mcg).
 
Our conclusion from this study is that the capsule strength of 75 mcg of LIQ861 is approximately equivalent to the maximum recommended dose of
54 mcg, or nine breaths, of Tyvaso, and the capsule strength of 150 mcg of LIQ861 is approximately double the maximum recommended dose of Tyvaso.
 

Safety and Tolerability
 
In the Phase 1 clinical trial, we escalated the treprostinil capsule strength of LIQ861 progressively from 25 mcg to 150 mcg. There were no dose-limiting
toxicities at the highest dose evaluated. We noted no serious adverse events and all reported treatment-emergent adverse events, or TEAEs, related to the
treatment were mild. The most frequent adverse event reported by subjects receiving LIQ861 was mild cough and throat irritation.
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We did not observe a proportional increase of adverse events as the treprostinil capsule strengths were escalated from 25 mcg to 100 mcg. No adverse
events were observed in subjects who received the placebo PRINT particles that contained only excipients.
 

Pharmacokinetics
 
In the Phase 1 trial, the LIQ861 plasma levels increased proportionally as the dosage of LIQ861 increased, as shown in the graph below. At higher doses,
50% of subjects receiving LIQ861 had measurable treprostinil levels after four hours, which could indicate the potential to minimize symptoms between
dosing cycles.
 

 
The pharmacokinetic parameters in the table below were estimated from plasma samples. Nominal elapsed time from dosing was used to estimate all
individual pharmacokinetic parameters, including:
 
 ● Cmax         Maximum observed plasma concentration;
 
 ● Tmax         Time of maximum concentration;
 
 ● T1/2          Terminal-phase half-life; and
 
 ● AUCInf    Area under the plasma concentration-time curve.
 

14



 
 

 
Plasma levels of LIQ861, as determined by the area under the curve, which is a pharmacokinetic measurement of drug exposure in blood plasma over time,
and the maximum concentration were similar to the data used in connection with the approval of Tyvaso, as reported in the FDA Summary Basis of
Approval for Tyvaso. LIQ861 also had a half-life in the blood similar to such data. These results suggest that our formulation has not changed the
pharmacokinetic profile of inhaled treprostinil.
 
Non-Clinical Studies
 
The pharmacology, pharmacokinetics and toxicology of treprostinil are well understood, having previously been characterized to support approval of
Remodulin, which is treprostinil administered through subcutaneous or intravenous infusion, Orenitram®, which is treprostinil administered through
extended-release tablets, and Tyvaso, which is treprostinil inhaled through a proprietary nebulizer. We plan to rely in part on the data used in support of
FDA approval of these treatments, in addition to our own toxicity studies, to support the development and approval of LIQ861.
 
In October 2016, we completed a 14-day, repeat dose, inhalation toxicity study in rats to support the Phase 1 trial. In August 2017, we completed a 26-week
toxicology study in rats. In rats, pharmacokinetic profiles at the end of 14 days of LIQ861 treatment were generally similar to those seen with inhaled
nebulized treprostinil delivered at similar treprostinil dose levels. Following 26 weeks of daily dosing, treprostinil exposure was slightly higher in LIQ861-
treated rats. The results from this study supported chronic outpatient dosing of LIQ861 in patients with PAH in our Phase 3 trial.
 
Pivotal Phase 3 INSPIRE Trial
 
In August 2019, we completed an open-label Phase 3 clinical trial, INSPIRE, or Investigation of the Safety and Pharmacology of Dry Powder Inhalation of
Treprostinil, for LIQ861. The study was conducted at multiple sites in the United States. The primary objective of the INSPIRE study was to evaluate the
long-term safety and tolerability of LIQ861.
 
The study was designed to evaluate patients who have either been under stable treatment with Tyvaso (nebulizer-delivered treprostinil), for at least three
months and were transitioned to LIQ861 under the protocol, or Transition patients, or patients who had been under stable treatment with no more than two
non-prostacyclin oral PAH therapies for at least three months and then had their treatment regimen supplemented with LIQ861 under the protocol, or Add-
On patients. Transition patients were initiated at a capsule strength of LIQ861 lower than their current stable treprostinil dose administered four times daily,
while Add-on patients were initiated at 26.5 mcg dose, also administered four times daily. In both cases, LIQ861 was uptitrated in 26.5 mcg treprostinil
incremental doses to symptom relief or the limit of tolerance. Within the INSPIRE study, 18 Transition patients were evaluated in a one-directional
crossover sub-study comparing bioavailability and pharmacokinetics, or PK, of treprostinil following dosing of LIQ861 as compared with Tyvaso.
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In March 2019, we reported that we had completed enrollment and met the primary endpoint, which was long-term safety and tolerability, in our INSPIRE
trial. LIQ861 was observed to be well-tolerated in 109 patients, with 101 patients (93%) completing at least two months of treatment. During the two-month
period, LIQ861 was evaluated at doses up to 159 mcg with no study-drug related serious adverse events. Dosing has exceeded 159 mcg in some patients
receiving drug beyond the Month 2 time point. We have not yet determined a maximum tolerated dose of LIQ861. We also reported fully enrolling our one-
directional crossover sub-study comparing bioavailability and PK of treprostinil as sub-study patients transitioned from Tyvaso to LIQ861.
 
In April 2019, we reported further data from these 109 patients in our INSPIRE trial on exploratory endpoints at two months of treatment that demonstrated
generally favorable results with respect to six-minute walk distance and quality of life as indicated by the Minnesota Living with Heart Failure
Questionnaire, or MLHFQ. In May 2019, we reported further presentation of this data at the ATS International Conference 2019.
 
In June 2019, we reported results from the INSPIRE study indicating that the 79.5 mcg dose of LIQ861 correlates with the 54 mcg dose of Tyvaso (nine
breaths), the maximum recommended label dose of Tyvaso. Analysis of the data from the PK sub-study in patients showed variability in systemic plasma
levels of both LIQ861 and Tyvaso, which is believed to be attributed to variation in severity of disease and has been seen in prior studies of treprostinil in
patients. To more accurately characterize the PK of LIQ861, we conducted two additional PK studies in healthy volunteers. In the first of these studies, we
observed unexpected variability in PK levels. Post-hoc analysis showed that plasma levels of treprostinil were tightly correlated to the LIQ861 dose
delivered. Based upon additional non-clinical and clinical work, we believe the unexpected variability seen in this healthy volunteer study was due to an
administration technique unique to the conduct of the study in the Phase 1 setting. In August 2019, we completed a second PK study in healthy volunteers in
which the proper administration technique was followed. This study demonstrated significantly reduced variability, and we believe we have established
comparative bioavailability to the reference listed drug. The results of this second supplementary PK study in healthy volunteers are described more fully
below.
 
Final enrollment in the pivotal INSPIRE trial included 121 PAH patients to assess safety and tolerability through Month 2, the primary endpoint of the trial.
Of the 121 patients enrolled in the study, 55 were Transition patients and 66 were Add-On patients. Add-On patients started on a dose of 26.5 mcg of
LIQ861, with most (>80%) titrating to a 79.5 mcg dose or higher within the first two months of treatment. Consistent with preliminary data presented in the
second quarter of 2019, LIQ861 was observed to be well-tolerated and treatment-emergent adverse events were mostly mild to moderate in nature at Month
2 up to doses of 159 mcg of LIQ861, the highest dose studied at Month 2. Durability of therapy with LIQ861 appeared to be favorable, with 96% of
Transition patients and 91% of Add-On patients remaining on study drug at the Month 2 timepoint.
 
Initial analysis of the exploratory endpoints from the INSPIRE study indicates that LIQ861 may provide functional and quality-of-life benefits to PAH
patients in New York Heart Association, or NYHA, functional classes II and III. More than 90% of all patients who completed two months of treatment
maintained or improved their NYHA functional class. Additionally, we observed improvement in six-minute-walk-distance and quality of life as measured
by the MLHFQ in both patient groups.
 
We continued to treat patients who chose to remain on LIQ861 beyond the Month 2 timepoint of the primary endpoint. More than 80% of INSPIRE patients
remained on study drug at Month 4 with no significant changes in safety or tolerability observed compared to Month 2. At the completion of the INSPIRE
study, the patient with the longest duration of treatment had been on LIQ861 therapy for 18 months. To provide for continuity of treatment, patients from
INSPIRE were provided the opportunity to continue receiving treatment in an extension study, which is currently ongoing.
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Supplemental Pharmacokinetic Studies in Healthy Volunteers
 
To complement the pharmacokinetic data from our Phase 3 study, we conducted two additional PK studies in healthy volunteers. In the first of these studies,
we observed unexpected variability in PK levels. Post-hoc analysis showed that plasma levels of treprostinil were tightly correlated to the LIQ861 dose
delivered. Based upon additional non-clinical and clinical work, we believe the unexpected variability seen in this healthy volunteer study was due to an
administration technique unique to the conduct of the study in the Phase 1 setting. In August 2019, we completed a second PK study in healthy volunteers in
which the proper administration technique was followed. This study demonstrated significantly reduced variability, and we believe we have established
comparative bioavailability to the reference listed drug.
 
Subjects in this second PK study, an open-label, crossover study in healthy volunteers age 18 to 45 years, inclusive, were randomized to one of three
treatment sequences, with each sequence consisting of two periods. Each period and dose of LIQ861 and Tyvaso were separated by at least 24 hours. The
three treatment sequences, and the number of patients in each, are shown in the table below:
 

Treatment Sequence Number of Subjects Period 1 - Day 1 Period 2 - Day 2
Sequence 1 16 LIQ861 LIQ861
Sequence 2 4 Tyvaso LIQ861
Sequence 3 4 LIQ861 Tyvaso

 
Sequence 1 assessed the reproducibility of plasma treprostinil levels following dosing with 79.5 mcg of LIQ861. Analysis of the results of sequence 1
demonstrated nearly identical PK parameters between the two periods with low variability. Cmax, mean AUCinf and the median time to Cmax (Tmax)
following a single dose of 79.5 mcg of LIQ861 were 1.25 ng/ml, 1.01 hr*ng/ml, and 0.17 hours, respectively.
 
Sequences 2 and 3 evaluated the rate and extent of treprostinil exposure following administration of a 79.5 mcg dose of LIQ861 compared with nine breaths
of Tyvaso. The absorption rate was comparable between LIQ861 and Tyvaso, with peak concentrations achieved at approximately 0.13 and 0.17 hours
(median Tmax) post inhalation for LIQ861 and Tyvaso, respectively. Following peak concentrations, mean plasma concentrations of treprostinil decreased
in a monophasic manner with a similar rate of elimination for both treatments (approximate mean half-life of 0.5 hours for LIQ861 and Tyvaso). The
comparative bioavailability of treprostinil, as assessed by the geometric mean ratios (LIQ861/Tyvaso) were 0.923, 0.941, and 0.931 for AUCinf, AUClast
and Cmax, respectively, and the 90% confidence intervals for these ratios were within the acceptable equivalence limits of 0.80 to 1.25:
 

Parameter GMR 90% Confidence Interval
Within subject % Coefficient of

Variation
AUCinf 0.923 0.802, 1.064 14.6
AUClast 0.947 0.812, 1.103 15.8

Cmax 0.931 0.819, 1.059 13.3
 
This study provided additional data to support our belief that the bioavailability and systemic exposures of treprostinil following a 79.5 mcg dose of LIQ861
and nine breaths of Tyvaso are comparable.
 
NDA Submission
 
Based upon the encouraging results of the INSPIRE trial and the supplemental healthy volunteer pharmacokinetics study, we submitted an NDA for LIQ861
to the FDA in January 2020. Prior to submitting the NDA, we participated in a pre-NDA meeting with the FDA with respect to the chemistry,
manufacturing and controls, or CMC, aspects of the NDA and received no new CMC requirements from the FDA for the NDA submission. We had also
requested a pre-NDA meeting with the FDA focused on clinical and nonclinical contents of the NDA. Based on FDA’s responses to our questions in
advance of the meeting, or the preliminary meeting comments, we no longer considered the meeting necessary, as we believe that the responses provided
sufficient feedback to inform our NDA submission plans.
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Additional Clinical Trials
 
We intend to conduct additional clinical work during and beyond the NDA review period in order to generate additional data on LIQ861 and to support our
marketing and commercial activities in advance of a potential launch of LIQ861, including maintaining patients on LIQ861 up to our U.S. launch and
conducting a clinical trial in pediatric patients. We also continue to conduct development work in support of potential approval and commercialization of
LIQ861, including label and patient-use assessments.
 
We are also currently conducting an additional clinical trial in Europe to study the hemodynamic effects of LIQ861 in PAH patients. Although the FDA has
not requested that we undertake this clinical trial, the data may help assess the effects of LIQ861 on acute and chronic hemodynamic measurements and
right heart function. Data from this clinical trial may also add to our understanding of safety, tolerability and pharmacokinetics of LIQ861.
 
Commercial Opportunity
 
An independent industry research firm estimated that sales for all major pulmonary hypertension drugs in 2019 would exceed $3.5 billion in the United
States. Approved therapies in the prostacyclin pathway may generate approximately $1.7 billion in sales in 2019, more than half of which would include the
prostacyclin analog treprostinil generated approximately $915 million from therapies formulated for continuous infusion, inhalation using a nebulizer and
oral delivery.
 
If approved, we believe LIQ861 would be the first inhaled dry powder formulation of treprostinil delivered using a convenient, palm-sized DPI. The dosing
regimens and patient experience for the two approved inhaled therapies compared to the expected product profile of LIQ861 are shown in the following
table.
 
 

     
Ventavis (iloprost)
inhalation solution     

Tyvaso (treprostinil)
inhalation solution     

LIQ861 (treprostinil)
dry powder for inhalation

(expected)
Regulatory status  FDA approved, 2004  FDA approved, 2009  NDA submitted, January 2020
       
Method of administration  Proprietary nebulizer  Proprietary nebulizer  Dry powder inhaler
       
Frequency  6 to 9 times daily  4 times daily  4 times daily
       
Dose range  2.5 to 5 mcg  18 to 72 mcg; (max recommended is 54

mcg)
 26.5 to 212 mcg

       
Time or breaths per dose  4 to 10 minutes depending

on breathing pattern
 9 breaths (6 mcg/breath)  1-2 breaths per capsule, with 1 or 2 capsules

per dose
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  Ventavis (iloprost)

inhalation solution
 

Tyvaso (treprostinil)
inhalation solution

 LIQ861 (treprostinil)
dry powder for inhalation

(expected)
Supplies required  ▪    Ventavis Inhalation

System
 
▪    Power supply
 
▪    Distilled water
 
▪    2 medication chamber

assemblies
 
▪    Washing basket
 
▪    Battery charger
 
▪    I-neb pouch
 
▪    Carry bag
 
▪    Power cord for charger
 
▪    2 Spare discs

 ▪    Tyvaso Inhalation System
 
▪    Rechargeable battery
 
▪    12V DC adapter
 
▪    AC wall plug
 
▪    16 Medicine cups
 
▪    Filter membranes
 
▪    Plugs
 
▪    Filter shell
 
▪    Dome assembly with baffle plate
 
▪    Inhalation piece
 
▪    Mouthpiece
 
▪    Water level cup
 
▪    Carrying case
 
▪    Distilled water carrier

 ▪    Dry powder inhaler
 
▪    Carrying pouch
 
▪    Daily blister pack
 
▪    Small cleaning brush

Picture       
       
     

 
Preferred choice within inhaled options. As reported in our market research, physicians and patients expressed a clear preference for the expected product
profile of LIQ861 over current nebulized therapies, primarily due to the ease and convenience of administration of LIQ861. Nebulized therapies require
more time and breaths than LIQ861, as well as daily and weekly assembly, disassembly and cleaning.
 
Attractive switch from orals. The ease and range of dosing of LIQ861 may be attractive to patients who are in earlier stages of the disease, but poorly
managed on oral prostacyclin products. Local delivery of treprostinil to the lung offers fewer systemic side effects. However, we believe some of these
patients are hesitant to switch to more burdensome nebulized options.
 
Delay transition to continuous infusion. We are investigating a wide range of LIQ861 doses in order to maximize patient exposure to treprostinil, a key
factor in the efficacy of prostacyclin analogs. In our clinical trials, LIQ861 was well tolerated at levels that we estimate are approximately twice the
maximum recommended dose of Tyvaso. We believe the dose range enabled by LIQ861 would allow patients to titrate to higher levels of treprostinil and
potentially extend the time on inhaled therapy, delaying the eventual transition to continuous infusion.
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Expand beyond WHO Group I patients (PAH). Prostacyclin based therapies have only been approved for WHO Group I patients. However, prostacyclin
analogs may have utility in the treatment of PH in other categories, as suggested by current off-label use in WHO Group III, which includes individuals with
pulmonary hypertension secondary to lung diseases or hypoxemia, and WHO Group IV, which includes individuals with chronic thromboembolic
pulmonary hypertension. Although we have no current plans to study LIQ861 in PH patients outside of WHO Group I, we will continue to monitor the
investigations conducted by other companies and independent investigators of prostacyclin analogs, especially Tyvaso, and, if appropriate, may consider
initiating studies with LIQ861 in patient populations where such agents have been shown to have a therapeutic benefit. In one such recently reported study,
United Therapeutics reported positive data in a Phase 3 trial of Tyvaso in a subpopulation of WHO Group III patients with interstitial lung disease, with an
estimated prevalence of 30,000 patients in the United States. By 2025, the diagnosed prevalence of all WHO Group III sub-types is expected to grow to over
250,000 patients in the United States, 5EU and Japan. WHO Group IV includes patients diagnosed with chronic thromboembolic pulmonary hypertension,
or CTEPH. While considered underdiagnosed and undertreated, the current estimates for diagnosed prevalence of CTEPH are between 2,000 and 6,500
patients in the United States and more than 10,000 patients in the 5EU and Japan.
 
Competition in PAH
 
If approved for marketing, we expect that LIQ861 will face competition from the following inhaled treprostinil therapies that are either currently marketed
or in clinical development:
 

 

● Tyvaso, or inhaled treprostinil, marketed by United Therapeutics, has been approved for the treatment of PAH in the United States since 2009.
Tyvaso is administered via a proprietary nebulizer four times per day. Tyvaso is the reference listed drug in our NDA for LIQ861. Following patent
litigation, United Therapeutics and Watson Pharmaceuticals, Inc., or Watson Pharmaceuticals, reached a settlement whereby Watson
Pharmaceuticals will be permitted to enter the market with a generic version of Tyvaso beginning on January 1, 2026.

 

 
● Ventavis, or inhaled iloprost, marketed in the United States by Actelion Pharmaceuticals Ltd, or Actelion, a division of Johnson & Johnson, and in

Europe by Bayer Schering Pharma AG., has been approved for the treatment of PAH in the United States since 2004. Ventavis is administered via a
proprietary nebulizer six to nine times per day.

 

 

● TreT, an inhaled formulation of treprostinil which United Therapeutics licensed from MannKind Corporation, or MannKind, is currently in late-
stage clinical development in the United States for the treatment of PAH. Under the license agreement, United Therapeutics is responsible for
global development, regulatory and commercial activities. MannKind will manufacture clinical supplies and initial commercial supplies of the
product while long-term commercial supplies will be manufactured by United Therapeutics. In September 2019, United Therapeutics commenced a
clinical study (BREEZE) to evaluate the safety and pharmacokinetics of switching PAH patients from Tyvaso to TreT and announced plans to
commence a second clinical study during the first half of 2020 to compare the pharmacokinetics of TreT to Tyvaso in healthy volunteers. United
Therapeutics further reported that the two studies, if successful, are the only clinical studies necessary to support FDA approval.

 
In addition to these other inhaled treprostinil therapies, we expect that LIQ861 will also face competition from other treprostinil-based drugs, including
Orenitram, which is administered orally, and Remodulin, which is administered parenterally, both of which are marketed by United Therapeutics. Other
agents that utilize the prostacyclin pathway include parenteral epoprostenol, which is marketed by multiple companies as generic and branded products.
Because parenteral agents are considered to offer the greatest efficacy, but also carry the most significant side effects related to infusion site pain, risk of
infection, and significant limitations on quality of life, they are usually reserved for patients later in the course of the disease.
 
In addition to therapies based upon prostacyclin analogues, other classes of therapeutic agents for the treatment of PAH, all of which are delivered orally,
include the following:
 

 ● IP-agonists, such as selexipag, marketed by Actelion, and ralinepeg, licensed from Arena Pharmaceuticals by United Therapeutics, which is
currently in clinical development;

 ● PDE-5 inhibitors, such as tadalafil, marketed by United Therapeutics, and sildenafil, marketed by Pfizer. Generic versions of both tadalafil and
sildenafil are currently available.

 ● Endothelin receptor antagonists, such as bosentan and macitentan, both marketed by Actelion, and ambrisentan, marketed by Gilead Sciences,
Inc. Generic version of bosentan and ambrisentan are currently available.

 ● Soluble guanylate cyclase (sGC) stimulator, such as riociguat marketed by Bayer.
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In addition, we are also aware of several agents currently in clinical development in the United States for the treatment of PAH, including those in
development by Insmed Inc. and Acceleron Pharma, Inc.
 
In addition to use in patients who have typically been treated with inhaled agents, we believe that LIQ861 may provide an attractive therapeutic option for
patients who are in earlier stages of the disease, but poorly managed on oral prostacyclin analogues. Additionally, we believe that because of the ability to
provide higher doses of treprostinil with LIQ861, patients may be able to remain on LIQ861 longer before initiating parenteral treprostinil therapy than
might be the case with other inhaled treprostinil therapies.
 
LIQ865
 
Our second product candidate, LIQ865, which is designed using PRINT technology, is an injectable, sustained-release formulation of bupivacaine, a non-
opioid pain medication for the management of local post-operative pain for three to five days through a single administration after a surgical procedure. If
approved, we believe LIQ865 would have the potential to provide significantly longer local post-operative pain relief compared to currently marketed
formulations of bupivacaine.
 
Background on Post-Operative Pain
 
The treatment of post-operative pain typically involves multi-modal therapy including the administration of local anesthetics after surgery. Although local
anesthetics provide a well-established, safe and efficacious option for post-operative pain management, the duration of efficacy for conventional local
anesthetics, including bupivacaine and lidocaine, is limited, with pain relief typically lasting for eight hours or less. Because post-operative pain may
continue to be severe for several days following surgery, additional therapies are required. These therapies include morphine and other opioids administered
orally or parenterally, as well as various non-opioids, including acetaminophen and NSAIDs, such as ibuprofen and ketorolac.
 
Current Therapies and Their Limitations
 
Opioids are the mainstay of post-operative pain management, but they are associated with a variety of potentially serious or life-threatening side effects such
as sedation, nausea, constipation, cognitive impairment, and respiratory depression. In addition, opioids may be administered through patient-controlled
analgesia systems, which may interfere with or delay patient ambulation and require significant hospital resources to implement and monitor. Furthermore,
exposure to opioids for as little as four days can lead to increased risk of chronic opioid use and addiction. The risk of opioid abuse has led physicians,
payors and the U.S. federal government to prioritize pain management strategies that minimize the use of opioids.
 
NSAIDs and other non-opioids for pain relief in the post-operative period are also associated with various side effects, including bleeding and
gastrointestinal and renal complications. Acetaminophen can cause liver injury or failure with excessive dosing. As a result, we believe there is demand
from healthcare providers and patients for post-operative pain relief therapies that can help prevent these issues.
 
Local anesthetics such as bupivacaine hydrochloride, or Marcaine, and lidocaine have been safely used for post-operative pain for decades, but have a
duration of effect limited to less than eight hours. Approved in 2011, EXPAREL is a long-acting local anesthetic that involves an injection of bupivacaine in
a multivesicular liposome carrier at the surgical site and is marketed in the United States by Pacira Pharmaceuticals, Inc. Physicians report that EXPAREL
typically provides post-surgical analgesia for only 24 to 36 hours in practice, and market research we conducted suggests that physicians desire longer
duration of effect to better manage local post-operative pain. In addition, because the interactions between the liposomal formulation of EXPAREL and co-
administered local anesthetics can result in rapid release of bupivacaine, co-administration of other local anesthetics is inadvisable.
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Potential Benefits of LIQ865
 
Using our PRINT technology, we have developed a particle formulation of bupivacaine designed to improve the management of local post-operative pain.
We engineered the size and composition of LIQ865 particles to slowly release bupivacaine with the goal of providing patients with local pain relief for three
to five days through a single administration, which we believe would provide significantly longer local post-operative pain relief compared to currently
marketed formulations of bupivacaine. The figure below depicts LIQ865, showing size consistency among particles.
 

 
LIQ865 is administered as a suspension and is easily injected at the surgical site. Because the molded drug particles are highly stable, we believe the
potential for dose dumping, the unintended rapid drug release of bupivacaine from the carrier, would be minimized with LIQ865. In a non-clinical study, co-
administration of LIQ865 with lidocaine did not cause early release of bupivacaine or otherwise negatively affect the pharmacokinetic profile of LIQ865.
LIQ865 was engineered to be rapidly reconstituted and administered by injection. Unlike other sustained-release formulations, we do not expect LIQ865
will be constrained by a specific ratio of drug to diluting agent, so its reconstitution volume can be adjusted based on the volume needs of a particular
procedure. Furthermore, because particle-to-particle uniformity in size and composition is key to determining drug release rates, the uniformity of our
LIQ865 particles creates consistent release rates.
 
Non-Clinical Efficacy Studies
 
We commissioned an animal efficacy study of two formulations of LIQ865 in a rat perineural sciatic model, which was completed in January 2016. LIQ865
showed an extended pharmacokinetic profile and duration of nerve sensory block and the potential for extended post-operative pain management.
Additionally, we evaluated the safety and tolerability of LIQ865 in a rat toxicology study in 2016. The results of this study supported advancing LIQ865
into human clinical trials.
 
Phase 1 Trials
 
Our Phase 1a trial, completed in March 2017, was a randomized, double-blind, controlled, single ascending dose trial of two different PRINT formulations
of bupivacaine, LIQ865A and LIQ865B. The trial was conducted in 28 healthy male volunteers at a single site in Copenhagen, Denmark. LIQ865A consists
of particles combining bupivacaine and polylactic-glycolic acid, a polymer widely used in sustained-release drug products and surgical sutures. LIQ865B
consists of particles of bupivacaine alone, in a proprietary diluting agent. The study design included dosing multiple cohorts, or groups, each receiving
increasing bupivacaine doses as either LIQ865A or LIQ865B: 150 mg, 225 mg, 300 mg, 450 mg or 600 mg. The LIQ865 formulation was injected into the
upper calf in one leg, and the other leg received the diluting agent without LIQ865 particles. The primary objective of this Phase 1a clinical trial was to
evaluate the safety and tolerability profile of the two formulations of LIQ865. We also assessed bupivacaine pharmacokinetic and pharmacodynamic
responses.
 
We observed a dose-response relationship in this trial, and all doses were well-tolerated. The results from this trial helped inform our selection of LIQ865A
for further investigation in the United States, and all of our references to LIQ865 are to this formulation. All adverse events were mild to moderate in
severity, and most adverse events were limited locally at the site of injection, with most related to sensory block of underlying sensory branches of the
saphenous nerve in the leg.
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Mean plasma concentrations of bupivacaine over 120 hours comparing the 150 mg, 225 mg, 300 mg, 450 mg and 600 mg dose cohorts of LIQ865A
formulation, expressed on a logarithmic, or log, scale for the 16 volunteers who received LIQ865A are shown below:
 

LIQ865A Log Linear Mean Concentration Over Time

 
At the 450 mg dose of LIQ865, all subjects had maximum concentration values below 800 ng/ml, which is well below the reported thresholds for
neurotoxicity and cardiac toxicity of 2,000 and 4,000 ng/mL, respectively. The pharmacokinetic and pharmacodynamic profile for this dose suggested a
sustained duration of effect, with nearly all subjects receiving this dose reporting at least three days of sensory blunting in response to quantitative sensory
testing. LIQ865 also showed rapid onset of action at the one-hour time point in all subjects, even at the lowest dose of 150 mg. Additionally, we observed a
block of the distal sensory branches of the saphenous nerve below the knee in eight of nine subjects who received a 450 mg dose of LIQ865. This sensory
block lasted at least three days, which we believe further supports the duration profile of LIQ865.
 
In March 2017, we held a pre-IND meeting with the FDA and verified that the CMC and preclinical package were “phase-appropriate” and sufficient to
support our initial U.S. Phase 1 trial. Following our submission of the IND for LIQ865, we initiated our U.S. Phase 1b clinical trial in September 2017,
which was completed in April 2018. This trial used an experimental pain model in healthy male and female subjects with quantitative sensory testing after
an injection of LIQ865 at doses of 150 mg, 300 mg and 450 mg. The experimental pain model was designed to simulate post-operative pain for up to
five days through a combination of localized ultraviolet B burn and mini-incision. Additionally, the trial included a cross-over design to compare LIQ865 to
EXPAREL. We observed that LIQ865 was well-tolerated across the range of doses. All adverse events were mild to moderate, and no dose-limiting
toxicities were noted. The pharmacokinetic profile was similar to that observed in the Phase 1a trial. Pharmacodynamic effects were highly variable and
inconclusive, which we associated with the experimental design of the pain model used in this Phase 1b trial.
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Plans for Phase 2 Development
 
At our pre-IND meeting in March 2017, the FDA requested additional toxicology studies prior to the initiation of Phase 2 trials. Accordingly, we initiated
Phase 2-enabling toxicology studies in 2019 to assess LIQ865 in multiple non-clinical tissue models. Results from a study to assess incision tensile strength
after healing were acceptable and not statistically different from controls. A nonclinical study to examine soft tissue healing was also completed, and the
results were acceptable and comparable to vehicle-treated, saline-treated, and Marcaine-treated sites. We believe this data supports progression to Phase 2
hernia repair studies. In a study to assess bone fracture healing, we observed dose-dependent delayed healing at the two LIQ865 doses studied; however,
there were no adverse effects noted on surrounding soft tissues. Additional studies have been initiated with lower doses of LIQ865 to determine a
NOAEL on bone healing. We will review the results from these toxicology studies, and if supportive, we intend to initiate  Phase 2 proof-of-concept clinical
trials, subject to availability of capital and other factors, during 2021. In the United States, we plan to pursue the 505(b)(2) regulatory pathway for our
development of LIQ865, which would allow us to rely on the FDA’s prior determinations of safety and efficacy for other products containing bupivacaine,
such as Marcaine and EXPAREL.
 
Competition
 
The primary competitor for LIQ865, if approved, would be liposomal bupivacaine, marketed as EXPAREL by Pacira Pharmaceuticals, Inc. Generic
equivalents of EXPAREL may also enter the market when EXPAREL loses patent protection, potentially as early as December 2021. While EXPAREL is
currently the only direct competitor to LIQ865 on the market, in October 2018 Heron Therapeutics, Inc., or Heron, announced the submission of its NDA to
the FDA for HTX-011, an investigational long-acting, extended-release formulation of the local anesthetic bupivacaine in a fixed-dose combination with the
anti-inflammatory meloxicam for the management of post-operative pain. HTX-011 was granted both breakthrough therapy and fast track designations, as
well as priority review, by the FDA. In May 2019, Heron announced that it received a complete response letter, or CRL, for HTX-011 from the FDA. In
October 2019, Heron announced that it had resubmitted its NDA for HTX-011 to the FDA and expected a six-month review period. In addition to Heron,
Durect Corporation and Innocoll Holdings plc each also have products in clinical development that are potential competitors to LIQ865. In addition to long-
acting local anesthetics, there are a number of indirect competitors in various stages of research and development, including opioids and other molecules
that target the treatment of pain through alternative pathways.
 
Our PRINT Technology
 
Both LIQ861 and LIQ865 are being developed using our proprietary PRINT particle engineering technology, which allows us to engineer and manufacture
highly uniform drug particles with precise control over the size, three-dimensional geometric shape and chemical composition of the particles. By
controlling these physical and chemical parameters of particles, PRINT enables us to engineer desirable pharmacological benefits into product candidates,
including prolonged duration of drug release, increased drug loading, more convenient routes of administration, the ability to create novel combination
products, enhanced storage and stability and the potential to reduce adverse side effects. Precisely controlling the physical and chemical characteristics of
drug particles enables us to research, identify and pursue the improvement of existing therapies and creation of new therapies from existing drugs or new
chemical entities, including small molecules and biologics.
 
Our ability to design and control these features of drug particles has the potential to provide significant benefits across the breadth of pharmaceutical
applications. Product characteristics and features can be tuned depending on the need of a particular application, drug substance, delivery route and other
such considerations. Based on our research to date, we anticipate the ability to:
 
 ● enhance inhaled delivery through the highly uniform geometric size, shape and composition of each drug particle;
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 ● design desired drug release profiles ranging from minutes post-delivery to days, weeks, or months depending on the objective of a target therapy,
by controlling the chemical composition of the drug particles and the surface area-to-volume ratio of the particles;

 ● enable combination products where one or more of the chemical constituents can destabilize or interact by encapsulating the desired constituent in
a particle to shield it from another constituent during packaging and storage; and

 ● enhance the deposition and retention of topically delivered products by designing particles with a desired charge and/or Young’s modulus.
 
Our molding approach, which we branded as “PRINT” or Particle Replication In Non-wetting Templates, combines the precision of the semi-conductor
industry with the high throughput of roll-to-roll manufacturing to make highly uniform micro- and nano-particles at a commercially viable scale. Our
manufacturing equipment and materials used in the production of our drug particles are proprietary and protected by our patent portfolio and trade secret
know-how. Our PRINT equipment is also modular, scalable and cost-effective.
 
Our PRINT Process
 
We begin our particle design by procuring a custom designed master template etched with three-dimensional structures, or posts, that will become the
eventual shape and size of our drug particles. These three-dimensional structures are then replicated in negative form, through our proprietary processing,
into flexible rolls of polymeric PRINT molds. Our PRINT molds consist of thousands of linear feet of thin flexible molds up to twenty-four inches wide. We
then design and formulate our desired drug particle composition and apply that to our PRINT molds in our high-throughput roll-to-roll processing
equipment, with each particle mimicking the shape of the mold cavity from which it was molded, thus taking the shape of the original master template
structures.
 
The general components and steps of our PRINT molding are as follows:
 
 ● Step A: Etch a master template with the three-dimensional geometric structures of the desired particle size and shape;
 
 ● Step B: Apply our proprietary polymeric mold material over the master template;
 
 ● Step C: Cure the polymeric material to form our PRINT molds with discrete molding cavities that replicate the structures of the master template;
 
 ● Step D: Design the chemical composition of the drug particle of interest;
 
 ● Step E: Apply the drug particle composition to the cavities in the mold to fill the cavities;
 
 ● Step F: Form the drug particles in the cavities of the mold that mimic the size and shape of the mold cavities;
 
 ● Step G: Remove the drug particles from the mold cavities on a harvesting film; and
 

 ● Step H: Remove the particles from the harvesting film for further functionalization, purification or packaging to be included in the final drug
particle product.
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The diagram below shows the general steps involved in producing drug particles using our PRINT technology:
 

 
We have translated the PRINT process into a continuous, roll-to-roll manufacturing process that we believe is compliant with cGMP and scaled to support
clinical and commercial production, when required. One of our current manufacturing lines is shown below:
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Manufacturing and Supply
 
Our facilities occupy approximately 45,000 square feet and are located in Morrisville, North Carolina. Within these premises, there are office space,
research and development laboratories and equipment, analytical development and quality control laboratories, research, development and mold production
facilities, research and development particle fabrication equipment, including three operational PRINT particle fabrication lines, all of which we believe are
cGMP-compliant, as well as appropriate staging, storage and stability facilities. These three operational PRINT particle fabrication lines are located within
class ISO7 clean rooms that operate under applicable ISO and cGMP air quality and environmental requirements.
 
We currently produce in this facility the product candidates for our preclinical studies and clinical trials. Our current operational PRINT particle fabrication
lines are scaled and capable of producing the necessary materials to support our ongoing operations and planned studies and clinical trials and, we believe,
ultimately our initial commercial scale manufacturing. The production capacity for each PRINT particle fabrication line within our production facility varies
depending on the drug particle that is being produced.
 
We depend on third-party suppliers for clinical supplies, including active pharmaceutical ingredients which are used in our product candidates. For example,
we currently rely on a sole supplier, LGM Pharma, LLC, or LGM Pharma, for treprostinil, the active pharmaceutical ingredient of LIQ861, and we currently
rely on a sole supplier, Plastiape S.p.A., or Plastiape, for RS00 Model 8 DPI, the DPI used to administer LIQ861. We also rely on a sole supplier,
Xcelience LLC (now a Lonza Group Ltd company), or Xcelience, for encapsulation and packaging services. If and when we receive marketing approval for
our product candidates, we may, from time to time, rely on third-party CMOs to produce, package and distribute some or all of our approved drug products
on a commercial scale.
 
Our Collaboration and Licensing Agreements
 
In addition to advancing our own product candidates, LIQ861 and LIQ865, we have collaborated, and may consider collaborating, with pharmaceutical
companies to develop their own product candidates across a wide range of therapeutic areas, molecule types and routes of administration, leveraging our
PRINT technology. These collaborations are intended to help advance new PRINT capabilities and build upon our competitive advantage in the
pharmaceutical industry, while adding to our intellectual property portfolio.
 
We have exclusively licensed our PRINT technology to GSK for applications broadly across inhaled delivery of their small molecule and biologic chemical
entities, although we retained the ability to develop LIQ861. As discussed below, in June 2019, we amended our Inhaled Collaboration and Option
Agreement, or the GSK ICO Agreement, with GSK, to secure rights to develop and commercialize three additional inhaled therapeutics, subject to
milestone and royalty payments to GSK, and to establish a mechanism by which we may acquire rights to develop and commercialize further molecular
entities for inhaled applications.
 
We have also exclusively licensed our PRINT technology to Aerie Pharmaceuticals, Inc., which in 2017 acquired most of the assets of Envisia
Therapeutics, Inc., an entity which we formed in 2013, for broad usage in the design and commercialization of small molecule and biologic ophthalmic
therapies.
 
GlaxoSmithKline
 
Previously, we had collaborated with GSK on the use of our PRINT technology in respiratory disease. In June 2012, we entered into the GSK ICO
Agreement with GSK to collaborate on research regarding the application of our PRINT technology to specified inhaled therapies. Pursuant to the GSK ICO
Agreement, we granted GSK exclusive options and licenses to further develop and commercialize such inhaled therapies using our PRINT technology. In
partial consideration of the rights granted to GSK under the GSK ICO Agreement, we received a one-time up-front payment of $4.0 million. We also
entered into a stock purchase agreement with GSK pursuant to which GSK purchased 4,765,248 shares of our Series C-1 convertible preferred stock for an
aggregate purchase price of $3.8 million.
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In September 2015, GSK exercised its option to obtain an exclusive, worldwide license to certain of our know-how and patents relating to our PRINT
technology, for the purpose of, among others, preclinical studies of inhaled therapeutics developed, manufactured or otherwise produced using our PRINT
technology. In connection with the grant of this license, we received a one-time option exercise fee of $15.0 million. Under the terms of the GSK ICO
Agreement, we were also entitled to continued research and development funding and certain milestone payments aggregating up to $158 million upon the
achievement of specified events for new non-rescue therapeutic products. Rescue therapeutic products are therapeutics that GSK develops with our PRINT
technology that had previously been discontinued from development. We are also entitled to tiered royalties on the worldwide sales of the licensed products
at percentages ranging from the mid-single digits to low-single digits depending on the total number of products developed and other royalty step-down
events with a fixed low-single digit royalty floor. In February 2016, we received a $3.0 million payment from GSK upon the achievement of a clinical
development milestone related to the development of an inhaled antiviral for viral exacerbations in chronic obstructive pulmonary disease. However, in July
2018, GSK notified us of its plans to discontinue development of this compound after completion of the related Phase 1 clinical trial.
 
GSK has the right to terminate the GSK ICO Agreement in its entirety or on a product-by-product basis upon a specified period of prior written notice.
Upon termination of the GSK ICO Agreement, each party will continue to have the right to practice and/or license its interest in any know-how developed
during the collaboration without seeking the consent of, or accounting to, the other party.
 
In June 2019, we and GSK executed the third amendment to the collaboration agreement providing us with rights to develop and commercialize three
specified molecular entities for application in inhaled programs using our PRINT technology at our sole expense. This amendment also provides a
mechanism for us to acquire rights to develop and commercialize further molecular entities for inhaled applications. New inhaled programs developed under
this amendment would carry milestone and royalty payments due to GSK upon initiation of Phase 3 studies and subsequent commercialization, respectively.
This amendment, among other factors, including the lack of continued performance anticipated by the Company and GSK under the original agreement, led
the Company to the belief that no further research and development services will be provided to GSK under the collaboration agreement. Accordingly, in
January 2020, we notified GSK of our intent to terminate the GSK ICO Agreement based upon GSK's lack of performance under the agreement, which we
believe constitutes a material breach of the agreement. In February 2020, we received a letter from GSK disputing our basis for termination.  The parties are
currently attempting to resolve the dispute pursuant to the terms of the GSK ICO Agreement.
 
The University of North Carolina at Chapel Hill
 
In December 2008, we entered into the Amended and Restated License Agreement with UNC for the use of certain patent rights and technology relating to
initial innovations of our PRINT technology, or the UNC License. Under the terms of the UNC License, we have an exclusive license to such patent rights
and technology for our drug products. The UNC License grants us the right to grant sublicenses to the technology as well as control the litigation of any
infringement claim instituted by or against us in respect of the licensed patent rights. We are also responsible for the costs of all expenses associated with the
prosecution and maintenance of the patents and patent applications. Such filings and prosecution will be carried out by UNC and in UNC’s name but under
our control.
 
Under the UNC License, we are required to pay UNC royalties equal to a low single digit percentage of all net sales of our drug products whose
manufacture, use or sale includes any use of the technology or patent rights covered by the UNC License, as well as tiered royalty percentages ranging in
the low single digits of sales by our sublicensees for any product covered by rights under a sublicense agreement granted pursuant to the UNC License.
Under the UNC License, we are also required to pay UNC 20% of all fees other than royalties that we collect and are attributable to UNC sublicensed
intellectual property. As consideration for the UNC License, we paid UNC a license issue fee in the form of 196,469 shares of our Class B non-voting
common stock in 2004. During the term of the UNC License, we have also paid approximately $2.9 million in the aggregate to UNC pursuant to a
Supported Research Agreement, or the SRA. In connection therewith, we may exclusively license resulting inventions under the SRA for a $5,000 up-front
license fee per invention. We have also paid aggregate consideration of $5.7 million in sublicense fees to UNC pursuant to the UNC License, for our
sublicenses of our PRINT technology to GSK and G&W Laboratories, Inc., a former licensee. We also reimburse UNC for its costs of procuring and
maintaining the patents we license from UNC. Such reimbursements amounted to $142,531 for the year ended December 31, 2019. Effective
November 2017, we satisfied all substantive milestones associated with our UNC License other than semi-annual and annual reporting-based milestones
that continue through the term of the UNC License. The UNC License expires (i) on the expiration of the last to expire patent included in the patent rights or
(ii) if no patents mature from such patent rights, in December 2028.
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We have the right to terminate the UNC License upon a specified period of prior written notice. UNC may terminate the UNC License in certain
circumstances, including if we fail to pay royalty or other payments on time or if we fail to sublicense in accordance with the terms of the UNC License.
Upon termination of the UNC License, we must pay any royalty obligations due upon termination.
 
Intellectual Property
 
The proprietary nature and protection of our product candidates, their methods of use and our platform technology that enables our product candidates are
an important part of our business strategy of rapidly developing and commercializing new medicines that address areas of significant unmet medical needs.
 
Our policy is to seek patent protection of our proprietary product candidates and technology by filing U.S., international and certain foreign patent
applications covering certain of our proprietary technology, inventions, improvements and product candidates that are important to the growth and
protection of our business. We also rely on a combination of trade secrets, know-how, trademarks and contractual restrictions to protect aspects of our
business that are not amenable to patent protection or where we do not consider patent protection to be adequate or applicable.
 
Our success depends, in part, on our ability to obtain and maintain patent and other protection for our product candidates, enabling technology, inventions
and know-how and our ability to defend and enforce these patents, preserve the proprietary nature of our trade secrets and trademarks and operate our
business without infringing valid and enforceable patent and other proprietary rights of third parties. We pursue both composition-of-matter patents and
method-of-use patents for our product candidates. We are also pursuing patents covering our proprietary PRINT micro- and nano-particle fabrication
technology.
 
The term of individual patents depends upon the legal term for patents in the countries in which they are granted. In most countries, including the United
States, the patent term is generally 20 years from the earliest filing date of a non-provisional patent application to which the patent claims priority in the
applicable country. In the United States, a patent’s term may, in certain cases, be lengthened by patent term adjustment, or PTA, which compensates a
patentee for administrative delays by the U.S. Patent and Trademark Office, or the USPTO, in examining and granting a patent, or may be shortened if a
patent is terminally disclaimed over a commonly owned patent or a patent naming a common inventor and having an earlier expiration date. The Patent
Term Restoration Act of 1984, as amended, or the Hatch-Waxman Act, permits a patent term extension, or PTE, of up to five years beyond the expiration
date of a U.S. patent as partial compensation for the length of time the drug is under regulatory review while the patent is in force. A PTE cannot extend the
remaining term of a patent beyond a total of 14 years from the date of product approval, and only one patent applicable to each regulatory review period
may be extended. Further, only those claims covering the approved drug, a method for using it or a method for manufacturing it may be extended and the
extension only applies to the approved drug, method for using it or method for manufacturing it for which the extension was obtained. Similar provisions
are available in Europe and certain other foreign jurisdictions to extend the term of a patent that covers an approved drug.
 
We are the owner or exclusive licensee of patents and applications relating to our proprietary technology platform and our product candidates, and are
pursuing additional patent protection for these and for our other product candidates and technology developments.
 
We have a total of 159 patents and pending patent applications in our patent portfolio. As of December 31, 2019, we were the sole owner of 14 patents in
the United States and 41 patents in foreign jurisdictions, as well as approximately 16 additional pending patent applications, including provisional patent
applications, in the United States, Europe, Japan and other jurisdictions. In addition to the patents and patent applications owned solely by us, our patent
portfolio also includes 72 patents and 16 patent applications licensed from third parties. As of December 31, 2019, we had an exclusive, worldwide license
from UNC to 18 U.S. patents and 53 foreign patents, as well as six additional patent applications in the United States or selected foreign jurisdictions. Five
of the patents and two of the patent applications in the portfolio licensed from UNC are jointly owned by us.
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With regard to our LIQ861 product candidate, as of December 31, 2019 our owned or in-licensed patents and patent applications that are directed to aspects
of the PRINT technology utilized in LIQ861 include:
 
 ● U.S. Patent No. 8,263,129, which includes claims directed to methods of forming substantially uniform particles and is expected to expire on

January 14, 2029, including 1,486 days of PTA and assuming payment of all maintenance fees;
 

 ● U.S. Patent No. 8,420,124, which includes claims directed to a plurality of monodisperse particles and is expected to expire on August 19, 2028,
including 1,338 days of PTA and assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 9,877,920, which includes claims directed to a plurality of particles and is expected to expire on December 20, 2024, assuming
payment of all maintenance fees;

 
 ● U.S. Patent No. 10,517,824, which includes claims directed to a method of making a plurality of particles and is expected to expire on

December 20, 2024, assuming payment of all maintenance fees;
 

 ● U.S. Patent No. 8,439,666, which includes claims directed to laminate molds and is expected to expire on December 4, 2026, assuming payment of
all maintenance fees;

 

 ● U.S. Patent No. 8,662,878, which includes claims directed to molds and mold systems and is expected to expire on December 4, 2026, assuming
payment of all maintenance fees;

 

 ● U.S. Patent Nos. 8,945,441 and 9,662,809, which include claims directed to methods of making laminate molds and are each expected to expire on
December 4, 2026, assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 7,976,759, which includes claims directed to methods of forming nanoparticles and is expected to expire on October 13, 2028,
assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 9,545,737, which includes claims directed to methods of forming pharmaceutical particles and is expected to expire on April 22,
2029, including 191 days of PTA and assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 8,444,907, which includes claims directed to methods for fabricating a substantially seamless pattern and is expected to expire on
June 28, 2031, including 572 days of PTA and assuming payment of all maintenance fees; and

 

 ● U.S. Patent No. 9,744,715, which includes claims directed to methods for fabricating a substantially seamless pattern and is expected to expire on
December 3, 2029, assuming payment of all maintenance fees.

 
As of December 31, 2019, we were sole owner of one international patent application, PCT/US17/31301, specifically directed to our LIQ861 product
candidate, which has been entered into the national/regional stage in Australia, Canada, Europe, Israel, Japan and the United States. PCT/US17/31301
includes claims directed to dry powder inhalation compositions, methods of using such compositions treating a patient with PAH and methods of making
such compositions. Any patents that may issue from PCT/US17/31301 are expected to expire on May 5, 2037, absent any terminal disclaimers, patent term
adjustments or extensions and assuming payment of all maintenance fees.
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With regard to our LIQ865 product candidate, as of December 31, 2019, our owned or in-licensed patents and patent applications that cover aspects of the
PRINT technology utilized in LIQ865 include:
 
 ● U.S. Patent No. 8,263,129, which includes claims directed to methods of forming substantially uniform particles and is expected to expire on

January 14, 2029, including 1,486 days of PTA and assuming payment of all maintenance fees;
 

 ● U.S. Patent No. 8,420,124, which includes claims directed to a plurality of monodisperse particles and is expected to expire on August 19, 2028,
including 1,338 days of PTA and assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 9,877,920, which includes claims directed to a plurality of particles and is expected to expire on December 20, 2024, assuming
payment of all maintenance fees;

 
 ● U.S. Patent No. 10,517,824, which includes claims directed to a method of making a plurality of particles and is expected to expire on

December 20, 2024, assuming payment of all maintenance fees;
 

 ● U.S. Patent No. 8,662,878, which includes claims directed to molds and mold systems and is expected to expire on December 4, 2026, assuming
payment of all maintenance fees;

 

 ● U.S. Patent Nos. 8,945,441 and 9,662,809, which include claims directed to methods of making laminate molds and are each expected to expire on
December 4, 2026, assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 7,976,759, which includes claims directed to methods of forming nanoparticles and is expected to expire on October 13, 2028,
assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 9,545,737, which includes claims directed to methods of forming pharmaceutical particles and is expected to expire on April 22,
2029, including 191 days of PTA and assuming payment of all maintenance fees;

 

 ● U.S. Patent No. 8,444,907, which includes claims directed to methods for fabricating a substantially seamless pattern and is expected to expire on
June 28, 2031, including 572 days of PTA and assuming payment of all maintenance fees; and

 

 ● U.S. Patent No. 9,744,715, which includes claims directed to methods for fabricating a substantially seamless pattern and is expected to expire on
December 3, 2029, assuming payment of all maintenance fees.

 
As of December 31, 2019, we were sole owner of one international patent application, PCT/US17/31397, specifically directed to our LIQ865 product
candidate, which has been entered into the national/regional stage in Europe, Japan and the United States. PCT/US17/31397 includes claims directed to
particulate compositions comprising an amino amide anesthetic and Poly(lactide-co-glycolide) polymer, formulations comprising such compositions,
methods of using such compositions for inducing extended analgesia and methods of forming such compositions. Any patents that may issue from
PCT/US17/31397 are expected to expire on May 5, 2037, absent any patent term adjustments or extensions and assuming payment of all maintenance fees.
 
We hold multiple U.S. trademark registrations and have numerous pending trademark applications. Issuance of a federally registered trademark creates a
rebuttable presumption of ownership of the mark; however, it is subject to challenge by others claiming first use in the mark in some or all the areas in
which it is used. Federally registered trademarks have a perpetual life so long as they are maintained and renewed on a timely basis and used properly as
trademarks, subject to the rights of third parties to seek cancellation of the trademarks if they claim priority or confusion of usage. We believe our patents
and trademarks are valuable and would provide us certain benefits in marketing our products.
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Sales and Marketing
 
We hold worldwide commercialization rights to LIQ861 and LIQ865. We are currently exploring opportunities to commercialize LIQ861 in the United
States, subject to receiving regulatory approval, either by ourselves or through partnership or licensing arrangements with other pharmaceutical companies.
With respect to LIQ865, after reviewing the results of all of our Phase 2-enabling toxicology studies, and subject to the availability of sufficient funding, we
plan to evaluate whether to pursue continued internal development or to explore licensing arrangements with other pharmaceutical companies. Outside of
the United States, we intend to pursue the regulatory approval and commercialization of LIQ861 and LIQ865 through licensing arrangements with
pharmaceutical companies with regional expertise. We have not yet established a substantial commercial organization or distribution capabilities.
 
If we decide to commercialize LIQ861, our lead product candidate, ourselves, we intend to focus our commercial efforts initially on the U.S. market, which
we believe represents the largest market opportunity. Within the United States, we believe that we can effectively commercialize LIQ861, if approved, with
an initial specialty field team of approximately 50 individuals. We intend to initially pursue a highly concentrated target market of PAH centers of
excellence and high prescribers of PAH therapies. Our physician call points within these sites of care will include cardiologists, pulmonologists and their
supporting staff. We expect to supplement our field team with medical science liaisons and reimbursement specialists to support the proper training and
utilization of LIQ861. As part of our commercialization strategy, we plan to educate physician specialists, healthcare practitioners, patients and caregivers of
the benefits of LIQ861 and its proper use. We plan to work with national associations, such as the Pulmonary Hypertension Association, and patient
advocacy groups to update treatment guidelines to include LIQ861.
 
Competition
 
The pharmaceutical industry is intensely competitive, subject to rapid and significant technological change and places emphasis on the value of proprietary
products. While we believe that our technologies and experience provide us with a competitive advantage, our competitors include organizations such as
major multinational pharmaceutical companies, established biotechnology companies, biopharmaceutical companies and generic drug companies. Many of
our competitors have greater financial and other resources than we have, such as more commercial resources, larger research and development staffs and
more extensive marketing and manufacturing organizations. As a result, these companies may obtain marketing approval more rapidly than we are able and
may be more effective in selling and marketing their products. Smaller or early stage companies may also prove to be significant competitors, particularly
through collaboration arrangements with large, established companies.
 
Any product candidates that we successfully develop and commercialize will compete with existing therapies and new therapies that may become available
in the future. Our competitors may succeed in developing, acquiring or licensing, on an exclusive basis, technologies and drug products that are more
effective or less costly than products that we are currently developing or that we may develop, which could render our products obsolete and non-
competitive. We expect any products that we develop and commercialize to compete on the basis of, among others, efficacy, safety, convenience of
administration and delivery, price and the availability of reimbursement from government and other third-party payors. We also expect to face competition
in our efforts to recruit and retain qualified personnel, establish clinical trial sites and secure patient enrollment in our clinical trials, and identify appropriate
collaborators to help commercialize any approved products in our target commercial markets.
 
Employees
 
As of December 31, 2019, we had 64 total employees, all of which are full-time, including seven employees in management (including our executive
officers), 22 employees in research and development, 16 employees in manufacturing and technical operations, seven employees in regulatory and quality
and 12 employees in general and administration. All of our employees are employed in the United States.
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Facilities
 
Our corporate headquarters are located in Morrisville, North Carolina, and consist of approximately 45,000 square feet of space under a lease that expires on
October 31, 2026 and includes an option for us to renew for an additional five years through October 31, 2031, as amended. The primary use of this location
is general office, laboratory, research and development and light manufacturing. We believe that our facilities are adequate for our current needs and for the
foreseeable future; however, we will continue to seek additional space as needed to accommodate our growth.
 
Corporate Information
 
We were incorporated in Delaware on June 8, 2004. Our principal executive offices are located at 419 Davis Drive, Suite 100, Morrisville, North Carolina
27560 and our telephone number is (919) 328-4400. Our website is www.liquidia.com. The information on or that can be accessed through our website is
not incorporated by reference into this annual report, and you should not consider any such information as part of this annual report or in deciding whether
to purchase our common stock. This annual report and all of our filings under the Securities Exchange Act of 1934, as amended, or the Exchange Act,
including copies of annual reports on Form 10-K, quarterly reports on Form 10-Q, current reports on Form 8-K, and any amendments to those reports, are
available free of charge through our website on the date we file those materials with, or furnish them to, the U.S. Securities and Exchange Commission, or
the SEC. Such filings are also available to the public on the internet at the SEC’s website at www.sec.gov.
 
Government Regulation
 
Government Regulation and Product Approval
 
Government authorities in the United States at the federal, state and local level and in other countries, extensively regulate, among other things, the research,
development, testing, manufacture, (including manufacturing changes), quality control, approval, labeling, packaging, storage, record-keeping, promotion,
advertising, distribution, marketing, export and import of products such as those we are developing. The processes for obtaining regulatory approvals in the
United States and in foreign countries, along with subsequent compliance with applicable statutes and regulations, require the expenditure of substantial
time and financial resources.
 
U.S. Drug Development Process
 
In the United States, the FDA regulates drugs under the United States Federal Food, Drug, and Cosmetic Act, or the FDCA, and the FDA’s implementing
regulations.
 
Failure to comply with the applicable U.S. requirements at any time during the product development process, approval process or after approval may subject
an applicant to administrative or judicial sanctions. These sanctions could include the FDA’s refusal to approve pending applications, withdrawal of an
approval, a clinical hold, untitled or warning letters, product recalls, product seizures, total or partial suspension of production or distribution, injunctions,
fines, refusals of government contracts, restitution, disgorgement or civil or criminal penalties. The process required by the FDA before a drug may be
marketed in the United States generally involves the following:
 
 ● completion of preclinical laboratory tests, animal studies and formulation studies according to Good Laboratory Practices regulations;
 

 ● submission to the FDA of an Investigational New Drug application, or IND, which must become effective before human clinical studies may
begin;

 
 ● approval by an independent IRB at each clinical site before each trial may be initiated;
 

 ● performance of adequate and well-controlled human clinical studies according to Good Clinical Practice, or GCP, regulations, to establish the
safety and efficacy of the proposed drug for its intended use;

 

 
● preparation and submission to the FDA of an NDA, containing the results of product development, preclinical studies and clinical trials, along with

descriptions of the manufacturing process, analytical tests conducted on the drug product, proposed labeling and other relevant information, to
request approval to market the drug product;
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● satisfactory completion of an FDA inspection of the manufacturing facility or facilities at which the drug product, or components thereof, are

produced to assess compliance with cGMP to assure that the facilities, methods and controls are adequate to preserve the drug’s identity, strength,
quality and purity;

 
 ● satisfactory completion of FDA audits of clinical trial sites to assure compliance with GCPs and the integrity of clinical data;
 
 ● FDA review and approval of the NDA;
 
 ● payment of fees, including annual program fees for each drug product on the market; and
 

 ● ongoing compliance with any post approval requirements, including risk evaluation and mitigation strategy, or REMS, and post approval studies
required by the FDA.

 
The testing and approval process requires substantial time, effort and financial resources, and we cannot be certain that any approvals for our product
candidates will be granted on a timely basis, if at all.
 
Once a pharmaceutical product candidate is identified for development, it enters the preclinical testing stage. Preclinical tests include laboratory evaluations
of product chemistry, toxicity, formulation and stability, as well as animal studies. When a sponsor wants to proceed to test the product candidate in humans,
it must submit an IND in order to conduct clinical trials.
 
An IND sponsor must submit the results of the preclinical tests, together with manufacturing information, analytical data and any available clinical data or
literature, to the FDA as part of the IND. The sponsor must also include a protocol detailing, among other things, the objectives of the initial clinical study,
the parameters to be used in monitoring safety and the effectiveness criteria to be evaluated if the initial clinical study lends itself to an efficacy evaluation.
Some preclinical testing may continue even after the IND is submitted. The IND automatically becomes effective 30 days after receipt by the FDA, unless
the FDA raises concerns or questions related to a proposed clinical study and places the study on a clinical hold within that 30-day time period. In such a
case, the IND sponsor and the FDA must resolve any outstanding concerns before the clinical study can begin. Clinical holds also may be imposed by the
FDA at any time before or during clinical studies due to safety concerns or non-compliance, and may be imposed on all product candidates within a certain
pharmaceutical class. The FDA also can impose partial clinical holds, for example, prohibiting the initiation of clinical studies of a certain duration or for a
certain dose.
 
All clinical studies must be conducted under the supervision of one or more qualified investigators in accordance with GCP regulations. These regulations
include the requirement that all research subjects provide informed consent in writing before their participation in any clinical study. Further, an IRB must
review and approve the plan for any clinical study before it commences at any institution, and the IRB must conduct continuing review and reapprove the
study at least annually. An IRB considers, among other things, whether the risks to individuals participating in the clinical study are minimized and are
reasonable in relation to anticipated benefits. The IRB also approves the information regarding the clinical study and the consent form that must be provided
to each clinical study subject or his or her legal representative and must monitor the clinical study until completed.
 
Each new clinical protocol and any amendments to the protocol must be submitted for FDA review, and to the IRBs for approval. Protocols detail, among
other things, the objectives of the clinical study, dosing procedures, subject selection and exclusion criteria and the parameters to be used to monitor subject
safety.
 
Information about certain clinical trials must be submitted within specific timeframes to the National Institutes of Health, or NIH, for public dissemination
on their ClinicalTrials.gov website.
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Human clinical studies are typically conducted in three sequential phases that may overlap or be combined:
 
 ● Phase 1. The product is initially introduced into a small number of healthy human subjects or patients and tested for safety, dosage tolerance,

absorption, metabolism, distribution and excretion and, if possible, to gain early evidence on effectiveness. In the case of some products for severe
or life-threatening diseases, especially when the product is suspected or known to be unavoidably toxic, the initial human testing may be conducted
in patients.

 

 ● Phase 2. Involves clinical studies in a limited patient population to identify possible adverse effects and safety risks, to preliminarily evaluate the
efficacy of the product for specific targeted diseases and to determine dosage tolerance and optimal dosage and schedule.

 

 
● Phase 3. Clinical studies are undertaken to further evaluate dosage, clinical efficacy and safety in an expanded patient population at geographically

dispersed clinical study sites. These clinical studies are intended to establish the overall risk/benefit relationship of the product and provide an
adequate basis for product labeling.

 
Progress reports detailing the results of the clinical studies must be submitted at least annually to the FDA and safety reports must be submitted to the FDA
and the investigators for serious and unexpected suspected adverse events. Phase 1, Phase 2 and Phase 3 testing may not be completed successfully within
any specified period, if at all. The FDA or the sponsor may suspend or terminate a clinical study at any time on various grounds, including a finding that the
research subjects or patients are being exposed to an unacceptable health risk. Similarly, an IRB can suspend or terminate approval of a clinical study at its
institution if the clinical study is not being conducted in accordance with the IRB’s requirements or if the drug has been associated with unexpected serious
harm to patients.
 
There are FDA-imposed limitations on communications about investigational drugs. The FDA prohibits companies from making promotional claims of
safety or effectiveness of the drug for a use for which it is under investigation, and from “commercialization” of the drug before it is approved for
commercial distribution.
 
Concurrent with clinical studies, companies usually complete additional animal studies and must also develop additional information about the chemistry
and physical characteristics of the product and finalize a process for manufacturing the product in commercial quantities in accordance with cGMP
requirements. The manufacturing process must be capable of consistently producing quality batches of the product candidate and, among other things, the
manufacturer must develop methods for testing the identity, strength, quality and purity of the final product. Additionally, appropriate packaging must be
selected and tested, and stability studies must be conducted to demonstrate that the product candidate does not undergo unacceptable deterioration over its
shelf life.
 
U.S. Review and Approval Processes
 
Assuming successful completion of the required clinical testing, the results of product development, preclinical studies and clinical studies, along with
descriptions of the manufacturing process, analytical tests conducted on the drug, proposed labeling and other relevant information, are submitted to the
FDA as part of an NDA for a new drug, requesting approval to market the product.
 
The submission of an NDA is subject to the payment of a substantial application user fee although a waiver of such fee may be obtained under certain
limited circumstances. For example, the agency will waive the application fee for the first human drug application that a small business or its affiliate
submits for review. The sponsor of an approved NDA is also subject to annual program user fees.
 
In addition, under the Pediatric Research Equity Act of 2003, or PREA, an NDA application (or a supplement to an application) for a new active ingredient,
new indication, new dosage form, new dosing regimen or new route of administration must contain a Pediatric Assessment. If so, the submission must
contain data from pediatric studies that are adequate to assess the safety and effectiveness of the drug for the claimed indications in all relevant pediatric
subpopulations, and to support dosing and administration for each pediatric subpopulation for which the product is safe and effective, unless the applicant
has obtained a waiver or deferral. PREA applies only to products developed for diseases that occur in both adult and pediatric populations, and generally
does not apply to products with Orphan Drug Designation or to ANDAs for generic drugs.
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A sponsor who is planning to submit a marketing application for a drug product that is subject to the PREA requirements must submit an initial Pediatric
Study Plan, or PSP. The FDA encourages all applications to submit the PSP as soon as possible in the drug development process, and to discuss the plan
with FDA at critical points in the development process. For products intended for life-threatening or severely debilitating illnesses, applicants are
encouraged to discuss the PSP at the Pre-IND meeting and End-of-Phase 1 meeting. For products not intended for such illnesses, the FDA recommends that
sponsors submit and discuss the PSP no later than the End-of-Phase 2, or EOP2, meeting. The initial PSP must include an outline of the pediatric study or
studies that the sponsor plans to conduct, including study objectives and design, age groups, relevant endpoints and statistical approach, or a justification for
not including such detailed information. The FDA and the sponsor must reach agreement on the PSP. A sponsor can submit amendments to an agreed-upon
initial PSP at any time if changes to the pediatric plan need to be considered based on data collected from preclinical studies, early phase clinical studies or
other clinical development programs. The sponsor may submit a request for a deferral of pediatric assessments or a full or partial waiver of the requirement
to provide data from pediatric studies along with supporting information. The FDA may, on its own initiative or at the request of the applicant, grant
deferrals for submission of data or full or partial waivers. The FDA may, on its own initiative or at the request of the applicant, grant deferrals for
submission of data or full or partial waivers. It is critical that sponsors are in compliance with the PREA, as non-compliance may result in the FDA
considering the drug product misbranded solely on that basis.
 
The FDA also may require submission of a REMS to mitigate any identified or suspected serious risks. The REMS could include medication guides,
physician communication plans, assessment plans and elements to assure safe use, such as restricted distribution methods, patient registries or other risk
minimization tools.
 
The FDA reviews all NDAs submitted to ensure that they are sufficiently complete for substantive review before it accepts them for filing. The FDA may
request additional information rather than accept an application for filing. In this event, the application must be re-submitted with the additional information.
The re-submitted application also is subject to review before the FDA accepts it for filing. Once the submission is accepted for filing, the FDA begins an in-
depth substantive review.
 
The FDA reviews an NDA to determine whether a product is safe and effective for its intended use, which includes assessment of preclinical and clinical
data; proposed labeling; CMC data; and an assessment of whether the manufacturing processes and facilities meet the appropriate requirements and comply
with the applicable regulations (including cGMP requirements and adequate assurance for consistent commercial production of the product within required
specifications). There are numerous FDA personnel assigned to review different aspects of an NDA, exercising judgment, discretion, and interpretation of
data relative to the review process.
 
The FDA may approve an NDA only if, among other things, the methods used in, and the facilities and controls used for, the manufacture processing,
packing and testing of the product are adequate to ensure and preserve its identity, strength, quality and purity.
 
Before approving an NDA, the FDA often will inspect the facility or facilities where the product is or will be manufactured.
 
The FDA may refer the NDA to an advisory committee for review, evaluation and recommendation as to whether the application should be approved and
under what conditions. An advisory committee is a panel of experts, including clinicians and other scientific experts, who provide advice and
recommendations when requested by the FDA. The FDA is not bound by the recommendation of an advisory committee, but it considers such
recommendations when making decisions.
 
Additionally, before approving an NDA, the FDA will typically inspect one or more clinical sites to assure clinical data supporting the submission were
developed in compliance with GCP.
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The approval process is lengthy and difficult, and the FDA may refuse to approve an NDA if the applicable regulatory criteria are not satisfied, or may
require additional preclinical, clinical or CMC data or other data and information. Even if such data and information are submitted, the FDA may ultimately
decide that the NDA does not satisfy the criteria for approval. Data obtained from clinical studies, as well as other types of supporting data, are not always
conclusive and the FDA may interpret data differently than an applicant interprets the same data.
 
After the FDA’s evaluation of an application, the FDA may issue an approval letter or a complete response letter to indicate that the review cycle is
complete and that the application is not ready for approval. A complete response letter generally contains a statement of specific conditions that must be met
to secure final approval of the application and may require additional clinical or preclinical testing for the FDA to reconsider the application. The
deficiencies identified may be minor, for example, requiring labeling changes, or major, for example, requiring additional clinical studies. Additionally, the
complete response letter may include recommended actions that the applicant might take to place the application in a condition for approval. If a complete
response letter is issued, the applicant may either resubmit the application, addressing all of the deficiencies identified in the letter, or withdraw the
application, or request an opportunity for a hearing.
 
Even with submission of additional information, the FDA ultimately may decide that the application does not satisfy the regulatory criteria for approval. If
and when those conditions have been met to the FDA’s satisfaction, the FDA will typically issue an approval letter. An approval letter authorizes
commercial marketing of the drug with specific prescribing information for specific indications.
 
If a product receives regulatory approval, the approval may be significantly limited to specific diseases and dosages or the indications for use may otherwise
be limited, which could restrict the commercial value of the product. Further, the FDA may require that certain contraindications, warnings or precautions
be included in the product labeling. In addition, the FDA may require post-approval studies, including Phase 4 clinical studies, to further assess safety and
effectiveness after approval and may require testing and surveillance programs to monitor the safety of approved products that have been commercialized.
After approval, some types of changes to the approved product, such as adding new indications, manufacturing changes and additional labeling claims, are
subject to further testing requirements and FDA review and approval.
 
New Drug Applications
 
Most drug products obtain FDA marketing approval pursuant to an NDA (described above) for innovator products, or an abbreviated new drug application,
or ANDA, for generic products. Relevant to ANDAs, the Hatch-Waxman Act amendments to the FDCA established a statutory procedure for submission
and FDA review and approval of ANDAs for generic versions of branded drugs previously approved by the FDA (such previously approved drugs are also
referred to as listed drugs). Because the safety and efficacy of listed drugs have already been established by the brand company (sometimes referred to as
the innovator), the FDA does not require new human clinical trials to establish safety and efficacy of generic products. Rather, a generic manufacturer is
typically required to conduct bioequivalence studies of its test product against the listed drug. The bioequivalence studies for orally administered,
systemically available drug products assess the rate and extent to which the active pharmaceutical ingredient is absorbed into the bloodstream from the drug
product and becomes available at the site of action. Bioequivalence is established when there is an absence of a significant difference in the rate and extent
for absorption of the generic product and the listed drug. For some drugs, including locally acting drugs such as topical anti-fungals, other means of
demonstrating bioequivalence may be required by the FDA, especially where rate and/or extent of absorption are difficult or impossible to measure. In
addition to the bioequivalence data, an ANDA must contain patent certifications and chemistry, manufacturing, labeling and stability data.
 
A third alternative is a special type of NDA, commonly referred to as a 505(b)(2) NDA, which enables the applicant to rely, in part, on the FDA’s findings
of safety and efficacy of an existing product, or published literature, in support of its application. 505(b)(2) NDAs often provide an alternate path to FDA
approval for new or improved formulations or new uses of previously approved products. Section 505(b)(2) permits the filing of an NDA where at least
some of the information required for approval comes from studies not conducted by or for the applicant and for which the applicant has not obtained a right
of reference. The applicant may rely upon the FDA’s findings with respect to certain preclinical or clinical studies conducted for an approved product. The
FDA may also require companies to perform additional studies or measurements to support the change from the approved product. The FDA may then
approve the new product candidate for all or some of the label indications for which the referenced product has been approved, as well as for any new
indication sought by the 505(b)(2) applicant.
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In seeking approval for a drug through an NDA, including a 505(b)(2) NDA, applicants are required to list with the FDA certain patents of the applicant or
that are held by third parties whose claims cover the applicant’s product. Upon approval of an NDA, each of the patents listed in the application for the drug
is then published in the Orange Book. Any subsequent applicant who files an ANDA seeking approval of a generic equivalent version of a drug listed in the
Orange Book or a 505(b)(2) NDA referencing a drug listed in the Orange Book must make one of the following certifications to the FDA concerning
patents: (1) the patent information concerning the reference listed drug product has not been submitted to the FDA; (2) any such patent that was filed has
expired; (3) the date on which such patent will expire; or (4) such patent is invalid, unenforceable or will not be infringed upon by the manufacture, use or
sale of the drug product for which the application is submitted. This last certification is known as a paragraph IV certification. A notice of the paragraph IV
certification must be provided to each owner of the patent that is the subject of the certification and to the holder of the approved NDA to which the ANDA
or 505(b)(2) application refers. The applicant may also elect to submit a “section viii” statement certifying that its proposed label does not contain (or carves
out) any language regarding the patented method-of-use rather than certify to a listed method-of-use patent.
 
If the reference NDA holder or patent owners assert a patent challenge directed to one of the Orange Book listed patents within 45 days of the receipt of the
paragraph IV certification notice, the FDA is prohibited from approving the application until the earlier of 30 months from the receipt of the paragraph IV
certification expiration of the patent, settlement of the lawsuit or a decision in the infringement case that is favorable to the applicant. The ANDA or 505(b)
(2) application also will not be approved until any applicable non-patent exclusivity listed in the Orange Book for the branded reference drug has expired as
described in further detail below. Thus approval of a 505(b)(2) NDA or ANDA can be prevented until all the listed patents claiming the referenced product
have expired, until any non-patent exclusivity, such as exclusivity for obtaining approval of a new chemical entity, listed in the Orange Book for the
referenced product has expired, and, in the case of a Paragraph IV certification and subsequent patent infringement suit, until the earlier of 30 months,
settlement of the lawsuit or a decision in the infringement case that is favorable to the ANDA or 505(b)(2) applicant.
 
Combination Products
 
Medical products containing a combination of new drugs, biological products, or medical devices are regulated as “combination products” in the United
States. A combination product generally is defined as a product comprised of components from two or more regulatory categories, such as drug/device,
device/biologic or drug/biologic. The term combination product includes: (i) a product comprised of two or more regulated components (i.e., drug/device,
biologic/device, drug/biologic or drug/device/biologic, that are physically, chemically or otherwise combined or mixed and produced as a single entity);
(ii) two or more separate products packaged together in a single package or as a unit and comprised of drug and device products, device and biological
products or biological and drug products; (iii) a drug, device or biological product packaged separately that according to its investigational plan or proposed
labeling is intended for use only with an approved individually specified drug, device or biological product where both are required to achieve the intended
use, indication or effect and where upon approval of the proposed product the labeling of the approved product would need to be changed, such as to reflect
a change in intended use, dosage form, strength, route of administration, or significant change in dose; or (iv) any investigational drug, device or biological
product packaged separately that according to its proposed labeling is for use only with another individually specified investigational drug, device, or
biological product where both are required to achieve the intended use, indication or effect.
 
Each constituent part of a combination product is subject to the requirements established by the FDA for that type of constituent part, whether a new drug,
biologic or device. In order to facilitate pre-market review of combination products, the FDA designates one of its centers to have primary jurisdiction for
the pre-market review and regulation of the overall product based upon a determination by FDA of the primary mode of action of the combination product,
and typically one application, such as for a drug/device combination product assigned to the FDA’s Center for Drug Evaluation and Research, or CDER, an
NDA, will be made.
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A device with the primary purpose of delivering or aiding in the delivery of a drug and distributed containing a drug (i.e., a “prefilled delivery system”) is
typically evaluated by CDER using drug authorities and device authorities, as necessary.
 
A device with the primary purpose of delivering or aiding in the delivery of a drug and that is distributed without the drug (i.e., unfilled) is typically
evaluated by the FDA’s Center for Devices and Radiological Health and CDER, respectively, unless the intended use of the two products, through labeling,
creates a combination product.
 
The FDA has indicated that dry powder inhalers, such as our lead product candidate, LIQ861, are drug/device combination products.
 
Post-Approval Requirements
 
Drugs manufactured or distributed pursuant to FDA approvals are subject to extensive and continuing regulation by the FDA, including, among other
things, requirements relating to recordkeeping (including certain electronic record and signature requirements), periodic reporting, drug supply chain
security surveillance and tracking requirements, product sampling and distribution, advertising and promotion and reporting of certain adverse experiences,
deviations and other problems with the product. After approval, most changes to the approved product, such as adding new indications or other labeling
claims are subject to prior FDA review and approval. There are also, under The Prescription Drug User Fee Act, continuing, annual FDA “program fee”
requirements for products once they are approved, as well as new application fees for supplemental applications with clinical data.
 
The FDA strictly regulates labeling, advertising, promotion and other types of information on products that are placed on the market. Products may be
promoted only for the approved indications and in accordance with the provisions of the approved label. Further, manufacturers must continue to comply
with cGMP requirements, which are extensive and require considerable time, resources and ongoing investment to ensure compliance. In addition, changes
to the manufacturing process generally require prior FDA approval before being implemented and other types of changes to the approved product, such as
adding new indications and additional labeling claims, are also subject to further FDA review and approval.
 
Manufacturers and certain other entities involved in the manufacturing and distribution of approved products are required to register their establishments
with the FDA and certain state agencies, and are subject to periodic unannounced inspections by the FDA and certain state agencies for compliance with
cGMP and other laws. The cGMP requirements apply to all stages of the manufacturing process, including the production, processing, sterilization,
packaging, labeling, storage and shipment of the product. Manufacturers must establish validated systems to ensure that products meet specifications and
regulatory standards, and test each product batch or lot prior to its release. Combination products are subject to FDA regulation to ensure the quality of both
the constituent parts and the finished product.
 
Changes to the manufacturing process are strictly regulated and often require prior FDA approval before being implemented. FDA regulations also require
investigation and correction of any deviations from cGMP and impose reporting and documentation requirements upon the sponsor and any third-party
manufacturers that the sponsor may decide to use. Accordingly, manufacturers must continue to expend time, money and effort in the area of production and
quality control to maintain cGMP compliance.
 
The FDA may impose a number of post-approval requirements as a condition of approval of an application. For example, the FDA may require post-
marketing testing, including Phase 4 clinical trials, and surveillance to further assess and monitor the product’s safety and effectiveness after
commercialization.
 
The FDA may withdraw a product approval if compliance with regulatory requirements is not maintained or if problems occur after the product reaches the
market. Later discovery of previously unknown problems with a product, including adverse events of unanticipated severity or frequency, problems with
manufacturing processes, or failure to comply with regulatory requirements, may result in restrictions on the product or even complete withdrawal of the
product from the market.
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Potential implications include required revisions to the approved labeling to add new safety information; imposition of post-market studies or clinical trials
to assess new safety risks; or imposition of distribution or other restrictions under a REMS program. Other potential consequences include, among other
things:
 
 ● restrictions on the marketing or manufacturing of the product, complete withdrawal of the product from the market or product recalls;
 
 ● warning letters or holds on post-approval clinical trials;
 
 ● refusal of the FDA to approve pending NDAs or supplements to approved NDAs, or suspension or revocation of product license approvals;
 
 ● product seizure or detention, or refusal to permit the import or export of products; or
 
 ● injunctions or the imposition of civil or criminal penalties.
 
The FDA strictly regulates marketing, labeling, advertising and promotion of products that are placed on the market. Drugs may be promoted only for the
approved indications and in accordance with the provisions of the approved label. As a compliance best practice and risk mitigation measure,
pharmaceutical companies typically train their sales force regarding the limitations on promotion of products relative to their approved indications for use
and concerns regarding potential “off-label promotion.” However, a physician may use products off-label, when in the physician’s independent professional
medical judgment he or she deems it appropriate. Recent court decisions have impacted FDA’s enforcement activity regarding off-label promotion in the
light of First Amendment considerations; however, there are still significant risks in this area in part due to the potential for False Claims Act exposure.
Further, the FDA as not materially changed its position on off-label promotion following legal setbacks on First Amendment grounds and the U.S.
Department of Justice has consistently asserted in False Claims Act briefings that “speech serves as a conduit for violations of the law is not constitutionally
protected.”
 
The distribution of prescription drugs is subject to the Drug Supply Chain Security Act, or DSCSA, which regulates the distribution of the products at the
federal level, and sets certain standards for federal or state registration and compliance of entities in the supply chain and regulation of manufacturers and
repackagers, wholesale distributors, third-party logistics providers, and dispensers. The DSCSA preempts certain previously enacted state pedigree laws and
upon taking effect superseded the pedigree requirements of the Prescription Drug Marketing Act, or PDMA. Trading partners within the drug supply chain
must now ensure certain product tracing requirements are met, and are required to exchange transaction information, transaction history, and transaction
statements. Further, the DSCSA limits the distribution of prescription pharmaceutical products and imposes requirements to ensure overall accountability
and security in the drug supply chain. Product identifier information (an aspect of the product tracing scheme) is also now required. The DSCSA
requirements, development of standards, and the system of product tracing have been and will continue to be phased in over a period of years through 2023,
and subject companies will need to continue their implementation efforts. Many states still have in place licensure and other requirements for manufacturers
and distributors of drug products. The distribution of product samples continues to be regulated under the PDMA, and some states also impose regulations
on drug sample distribution.
 
From time to time, legislation is drafted, introduced and passed in Congress that could significantly change the statutory provisions governing the approval,
manufacturing and marketing of products regulated by the FDA. In addition to new legislation, FDA regulations, guidance and policies are often revised or
reinterpreted by the agency in ways that may significantly affect our business and our product candidates. It is impossible to predict whether further
legislative or FDA regulation or policy changes will be enacted or implemented and what the impact of such changes, if any, may be.
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Patent Term Restoration
 
Depending upon the timing, duration and specifics of FDA approval of the use of our product candidates, some of our U.S. patents may be eligible for
limited PTE under the Hatch-Waxman Act. The Hatch-Waxman Act permits a patent restoration term of up to five years as compensation for patent term
effectively lost during product development and the FDA regulatory review process. However, patent term restoration cannot extend the remaining term of a
patent beyond a total of 14 years from the product’s approval date. The patent term restoration period is generally one-half the time between the effective
date of an IND and the submission date of an NDA plus the time between the submission date of an NDA and the approval of that application, except that
the review period is reduced by any time during which the applicant failed to exercise due diligence. Only one patent applicable to an approved drug is
eligible for the extension. Extensions are not granted as a matter of right and the extension must be applied for prior to expiration of the patent and within a
sixty day period from the date the product is first approved for commercial marketing. The USPTO, in consultation with the FDA, reviews and approves the
application for any PTE or restoration. In the future, we may apply for PTEs, defined as the length of the regulatory review of products covered by our
granted patents, for some of our currently owned or licensed applications and patents to add patent life beyond their current expiration dates. Such
extensions will depend on the length of the regulatory review; however, there can be no assurance that any such extension will be granted to us.
 
Marketing Exclusivity
 
Market exclusivity provisions under the FDCA can also delay the submission or the approval of certain applications. The specific scope varies, but
fundamentally the FDCA provides a five-year period of non-patent marketing exclusivity within the United States to the first applicant to gain approval of
an NDA for a new chemical entity. A drug is a new chemical entity if the FDA has not previously approved any other new drug containing the same active
moiety, which is the molecule or ion responsible for the action of the drug substance. During the exclusivity period, the FDA may not accept for review an
ANDA or a 505(b)(2) NDA submitted by another company for another version of such drug where the applicant does not own or have a legal right of
reference to all the data required for approval. However, an application may be submitted after four years if it contains a certification of patent invalidity or
non-infringement. The FDCA also provides three years of marketing exclusivity for an NDA, 505(b)(2) NDA or supplement to an existing NDA if new
clinical investigations, other than bioavailability studies, that were conducted or sponsored by the applicant are deemed by the FDA to be essential to the
approval of the application, for example, for new indications, dosages or strengths of an existing drug. This three-year exclusivity covers only the conditions
of use associated with the new clinical investigations and does not prohibit the FDA from approving applications for drugs containing the original active
agent. Five-year and three-year exclusivity will not delay the submission or approval of a full NDA. However, an applicant submitting a full NDA would be
required to conduct or obtain a right of reference to all of the preclinical studies and adequate and well-controlled clinical studies necessary to demonstrate
safety and effectiveness.
 
Pediatric exclusivity is another type of exclusivity in the United States. Pediatric exclusivity, if granted, provides an additional six months to the term of any
existing regulatory exclusivity, including the non-patent exclusivity periods described above. This six-month exclusivity may be granted based on the
voluntary completion of a pediatric clinical study that “fairly responds” to an FDA-issued “Written Request” for such a clinical study.
 
Pharmaceutical Coverage, Pricing and Reimbursement
 
In the United States, sales of any products for which we may receive regulatory approval for commercial sale will depend in part on the availability of
coverage and reimbursement from third-party payors. Third-party payors include government authorities, managed care providers, private health insurers
and other organizations.
 
Significant uncertainty exists as to the coverage and reimbursement status of any products for which we may obtain regulatory approval. Some of the
additional requirements and restrictions on coverage and reimbursement levels imposed by third-party payors influence the purchase of healthcare services
and products. The process for determining whether a third-party payor will provide coverage for a product may be separate from the process for establishing
the reimbursement rate that such a payor will pay for the product. Third-party payors may limit coverage to specific drugs on an approved list, or formulary,
which might not include all of the FDA-approved drugs for a particular indication, or place drugs at certain formulary levels that result in lower
reimbursement levels. Moreover, a payor’s decision to provide coverage for a drug product does not imply that an adequate reimbursement rate will be
approved. Adequate third-party reimbursement may not be available to enable us to maintain price levels sufficient to realize an appropriate return on our
investment in product development. Further, one payor’s determination to provide coverage does not assure that other payors will also provide coverage and
reimbursement for the product, and the level of coverage and reimbursement may differ significantly from payor to payor as there is no uniform policy of
coverage and reimbursement for drug products among third-party payors.
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Reimbursement may also impact the demand for drug products that obtain marketing approval. If coverage for a drug product is obtained by a third-party
payor, the resulting reimbursement payment rates may not be adequate or may require co-payments that patients find unacceptably high. Further, third party
payors require onerous prior approvals or implement other forms of restricted access that make it difficult for patients to utilize our drug products. Patients
who are prescribed medications for the treatment of their conditions, and their prescribing physicians, generally rely on third-party payors to reimburse all
or part of the costs associated with their prescription drugs. Prescribing physicians are unlikely to use or prescribe drug products unless coverage is provided
and reimbursement is adequate to cover all or a significant portion of the cost of those drug products. If reimbursement is not available, or is available only
to limited levels, a drug product which has obtained marketing approval may not be successfully commercialized.
 
Third-party payors are increasingly challenging the price and examining the medical necessity and cost-effectiveness of medical products and services, in
addition to their safety and efficacy. In order to obtain and maintain coverage and reimbursement for any product that might be approved for sale, we may
need to conduct expensive pharmacoeconomic studies in order to demonstrate the medical necessity and cost-effectiveness of any products, in addition to
the costs required to obtain regulatory approvals. Our product candidates may not be considered medically necessary or cost-effective. If third-party payors
do not consider a product to be cost-effective compared to other available therapies, they may not cover the product after approval as a benefit under their
plans or, if they do, the level of payment may not be sufficient to allow a company to sell its products at a profit.
 
The U.S. government and state legislatures have shown significant interest in implementing cost containment programs to limit the growth of government-
paid healthcare costs, including price controls, restrictions on reimbursement and coverage and requirements for substitution of generic products for branded
prescription drugs. There has been increasing legislative and enforcement interest in the United States with respect to drug pricing practices. For example,
U.S. federal prosecutors have issued subpoenas to pharmaceutical companies seeking information about pricing practices in connection with an
investigation into pricing practices being conducted by the DOJ. Several state attorneys general also have commenced drug pricing investigations and filed
lawsuits against pharmaceutical companies, and the U.S. Senate has publicly investigated a number of pharmaceutical companies relating to price increases
and pricing practices. Proposed legislation has been designed to, among other things, bring more transparency to drug pricing, reduce the cost of
prescription drugs under Medicare, review the relationship between pricing and manufacturer patient programs, and reform government program
reimbursement methodologies for drugs. Recent federal budget proposals have included measures to permit Medicare Part D plans to negotiate the price of
certain drugs under Medicare Part B, to allow some states to negotiate drug prices under Medicaid, and to eliminate cost sharing for generic drugs for low-
income patients. The U.S. Congress and the Trump Administration have indicated that they will continue to seek new legislative and administrative
measures to control drug costs, including by addressing the role of pharmacy benefit managers, or PBMs, in the supply chain. Drug pricing is and will
remain a key bipartisan issue in the coming year. If drug pricing reform is not meaningfully addressed before the 2020 election, policies to be pursued in the
future may be more aggressive, regardless of which party controls the White House. At the state level, legislatures have increasingly passed legislation and
implemented regulations designed to control pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts,
restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from
other countries and bulk purchasing. Adoption of government controls and measures, and tightening of restrictive policies in jurisdictions with existing
controls and measures, could exclude or limit our drugs and product candidates from coverage and limit payments for pharmaceuticals. We anticipate that
current and future U.S. federal and state legislative proposals may result in additional downward pressure on drug pricing and reimbursement, which could
have a significant impact on our business.
 
In addition, we expect that the increased emphasis on managed care and cost containment measures in the United States by third-party payors and
government authorities to continue and will place pressure on pharmaceutical pricing and coverage. Coverage policies and third-party reimbursement rates
may change at any time. Even if favorable coverage and reimbursement status is attained for one or more products for which we receive regulatory
approval, less favorable coverage policies and reimbursement rates may be implemented in the future.
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Other Healthcare Laws and Compliance Requirements
 
Healthcare providers, physicians and third-party payors often play a primary role in the recommendation and prescription of any currently marketed
products and product candidates for which we may obtain marketing approval. Our current and future arrangements with healthcare providers, physicians,
third-party payors and customers, and our sales, marketing and educational activities, may expose us to broadly applicable fraud and abuse and other
healthcare laws and regulations (at the federal and state level) that may constrain our business or financial arrangements and relationships through which we
market, sell and distribute our products for which we obtain marketing approval.
 
In addition, we may be subject to transparency laws and patient privacy regulation by both the federal government and the states in which we conduct our
business. The laws that may affect our ability to operate include the following:
 
 ● The federal Anti-Kickback Statute, which prohibits, among other things, persons and entities including pharmaceutical manufacturers from

knowingly and willfully soliciting, receiving, offering or paying remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to
induce or reward, or in return for, either the referral of an individual for, or the purchase, lease, order or recommendation of, an item or service
reimbursable, in whole or in part, under a federal healthcare program, such as the Medicare and Medicaid programs. This statute has been
interpreted broadly to apply to, among other things, arrangements between pharmaceutical manufacturers on the one hand and prescribers,
purchasers and formulary managers on the other hand. The term “remuneration” expressly includes kickbacks, bribes or rebates and also has been
broadly interpreted to include anything of value, including, for example, gifts, discounts, waivers of payment, ownership interest and providing
anything at less than its fair market value. There are a number of statutory exceptions and regulatory safe harbors protecting certain common
activities from prosecution or other regulatory sanctions, however, the exceptions and safe harbors are drawn narrowly, and practices that do not fit
squarely within an exception or safe harbor may be subject to scrutiny. The failure to meet all of the requirements of a particular applicable
statutory exception or regulatory safe harbor does not make the conduct per se illegal under the federal Anti-Kickback Statute. Instead, the legality
of the arrangement will be evaluated on a case-by-case basis based on a cumulative review of all of its facts and circumstances. Our practices may
not meet all of the criteria for safe harbor protection from federal Anti-Kickback Statute liability in all cases. A person or entity does not need to
have actual knowledge of the federal Anti-Kickback Statute or specific intent to violate it to have committed a violation. In addition, the
Affordable Care Act codified case law that a claim including items or services resulting from a violation of the federal Anti-Kickback Statute
constitutes a per se false or fraudulent claim for purposes of the federal civil False Claims Act.

 

 

● The federal civil and criminal false claims laws and civil monetary penalty laws, including the civil False Claims Act, which prohibits individuals
or entities from, among other things, knowingly presenting, or causing to be presented, claims for payment to, or approval by, the federal
government that are false, fictitious or fraudulent or knowingly making, using or causing to be made or used, a false record or statement material to
a false or fraudulent claim to avoid, decrease or conceal an obligation to pay money to the federal government. As a result of a modification made
by the Fraud Enforcement and Recovery Act of 2009, a claim includes “any request or demand” for money or property presented to the federal
government. Although we do not submit claims directly to payors, manufacturers can be held liable under these laws if they are deemed to “cause”
the submission of false or fraudulent claims by, for example, providing inaccurate billing or coding information to customers, promoting a product
off-label, marketing products of sub-standard quality, or, as noted above, paying a kickback that results in a claim for items or services. In addition,
our activities relating to the reporting of wholesaler or estimated retail prices for our products, the reporting of prices used to calculate Medicaid
rebate information and other information affecting federal, state and third-party reimbursement for our products, and the sale and marketing of our
products, are subject to scrutiny under this law. For example, several pharmaceutical and other healthcare companies have faced enforcement
actions under these laws for allegedly inflating drug prices they report to pricing services, which in turn were used by the government to set
Medicare and Medicaid reimbursement rates, and for allegedly providing free product to customers with the expectation that the customers would
bill federal programs for the product. The False Claims Act also permits a private individual acting as a “whistleblower” to bring actions on behalf
of the federal government alleging violations of the False Claims Act and to share in any monetary recovery. In addition, federal Anti-Kickback
Statute violations and certain marketing practices, including off-label promotion, may also constitute a violation of the False Claims Act. Although
the False Claims Act is a civil statute, conduct that results in a False Claims Act violation may also implicate various federal criminal statutes.
Additionally, the federal government has pursued electronic health record, or HER, vendors and pharmaceutical manufacturers for remunerative
relationships involving the EHR platform’s recommendation of particular drugs and “prompting” technology to increase prescribing of particular
drugs.
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● The federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which imposes criminal and civil liability for knowingly and
willfully executing, or attempting to execute, a scheme to defraud or to obtain, by means of false or fraudulent pretenses, representations or
promises, any money or property owned by, or under the control or custody of, any healthcare benefit program, including private third-party payors
and knowingly and willfully falsifying, concealing or covering up by trick, scheme or device, a material fact or making any materially false,
fictitious or fraudulent statement in connection with the delivery of or payment for healthcare benefits, items or services. Similar to the federal
Anti-Kickback Statute, a person or entity does not need to have actual knowledge of the statute or specific intent to violate it to have committed a
violation.

 

 

● The Criminal Healthcare Fraud statute, 18 U.S.C. § 1347, prohibits knowingly and willfully executing a scheme to defraud any healthcare benefit
program, including private third-party payers. Federal criminal law at 18 U.S.C. § 1001, among other sections, prohibits knowingly and willfully
falsifying, concealing or covering up a material fact or making any materially false, fictitious or fraudulent statement in connection with the
delivery of or payment for healthcare benefits, items or services. These statutes are not limited to items and services reimbursed by a governmental
health care program and have been used to prosecute commercial insurance fraud as well.

 

 
● The civil monetary penalties statute imposes penalties against any person or entity that, among other things, is determined to have presented or

caused to be presented a claim to a federal health program that the person knows or should know is for an item or service that was not provided as
claimed or is false or fraudulent.

 

 

● The exclusion statute requires the exclusion of entities and individuals who have been convicted of federal-program related crimes or health care
felony fraud or controlled substance charges. The statute also permits the exclusion of those that have been convicted of any form of fraud, the
Anti-Kickback Statute, for obstructing an investigation or audit, misdemeanor controlled substance charges, those whose health care license has
been revoked or suspended, and those who have filed claims for excessive charges or unnecessary services. If a company were to be excluded, its
products would be ineligible for reimbursement from any federal programs, including Medicare and Medicaid, and no other entity participating in
those programs would be permitted to enter into contracts with the company. Further, employment or contracting with an individual or entity that
has been excluded from participation in federal healthcare programs could serve as a basis to invalidate claims for items or services submitted by
that entity and to exclude that entity from participation in such programs as well. In order to preserve access to beneficial drugs, the government
may elect to exclude officers and key employees of manufacturers, rather than excluding the organization. Such enforcement actions would
prohibit us from engaging those individuals, which could adversely affect operations.
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● We may be subject to data privacy and security regulations by both the federal government and the states in which we conduct business. We are not
a covered entity under HIPAA and have not functioned as a business associate under HIPAA that would cause the HIPAA Security Rule and
provisions of the Privacy Rule to apply directly to us as a business associate. To the extent that we ever function in a business associate capacity,
however, HIPAA, as amended by as amended by the Health Information Technology for Economic and Clinical Health Act of 2009, or HITECH,
and their respective implementing regulations, including the Final Omnibus Rule published on January 25, 2013, impose, among other things,
obligations, including mandatory contractual terms, with respect to safeguarding the privacy, security and transmission of individually identifiable
health information. HITECH also created four new tiers of civil monetary penalties, amended HIPAA to make civil and criminal penalties directly
applicable to business associates, and gave state attorneys general new authority to file civil actions for damages or injunctions in federal court to
enforce the federal HIPAA laws and seek attorney’s fees and costs associated with pursuing federal civil actions. The U.S. Department of Health
and Human Services, or HHS, Office for Civil Rights, or the OCR, has increased its focus on compliance and continues to train state attorneys
general for enforcement purposes. The OCR has recently increased both its efforts to audit HIPAA compliance and its level of enforcement, with
one recent penalty exceeding $5 million. In addition, state laws govern the privacy and security of health information in specified circumstances,
many of which differ from each other in significant ways, and may apply more broadly thus complicating compliance efforts (for example,
California recently enacted legislation — the California Consumer Privacy Act, or CCPA — which went into effect on January 1, 2020 and among
other things, created new data privacy obligations for covered companies and provided new privacy rights to California residents, including the
right to opt out of certain disclosures of their information, and created a private right of action with statutory damages for certain data breaches,
thereby potentially increasing risks associated with a data breach; the California Attorney General will issue final regulations, and although the law
includes limited exceptions, including for certain information collected as part of clinical trials as specified in the law, it may regulate or impact our
processing of personal information depending on the context, and it remains unclear what language the final Attorney General regulations will
contain or how the statute and the regulations will be interpreted.

 

 

● The federal physician payment transparency requirements, sometimes referred to as the “Physician Payments Sunshine Act,” created under the
U.S. Patient Protection and Affordable Care Act of 2010, as amended by the Health Care and Education Reconciliation Act of 2010, or collectively
the ACA, and its implementing regulations, which requires applicable manufacturers of covered drugs, devices, biologics and medical supplies for
which payment is available under Medicare, Medicaid or the State Children’s Health Insurance Program (with certain exceptions) to annually
report to the Centers for Medicare & Medicaid Services, or CMS, information related to certain payments or other transfers of value made or
distributed to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors) and teaching hospitals, or to entities or
individuals at the request of, or designated on behalf of, the physicians and teaching hospitals, as well as ownership and investment interests held
by physicians and their immediate family members. Federal legislation enacted in 2018 has extended the scope of reporting requirements to apply
to payments and transfers of value to not only physicians, but also physician assistants, nurse practitioners, and other mid-level practitioners (with
reporting requirements going into effect in 2022 for payments made in 2021).

 

 

● According to the U.S. Federal Trade Commission, or the FTC, failing to take appropriate steps to keep consumers’ personal information secure
constitutes unfair acts or practices in or affecting commerce in violation of Section 5(a) of the Federal Trade Commission Act, or the FTCA, 15
U.S.C § 45(a). The FTC expects a company’s data security measures to be reasonable and appropriate in light of the sensitivity and volume of
consumer information it holds, the size and complexity of its business, and the cost of available tools to improve security and reduce
vulnerabilities. Medical data is considered sensitive data that merits stronger safeguards. The FTC’s guidance for appropriately securing
consumers’ personal information is similar to what is required by the HIPAA Security Rule.
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● Analogous state laws and regulations, such as state anti-kickback and false claims laws, may apply to items or services reimbursed by any third-
party payor, including commercial insurers, and in some cases may apply regardless of payor (i.e., even for self-pay scenarios). 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 pricing and marketing information,
including, among other things, information related to payments to physicians and other healthcare providers or marketing expenditures,
requirements related to drug sample distribution, state and local laws that require the registration of pharmaceutical sales representatives, and state
laws governing the privacy and security of health information and the use of prescriber-identifiable data in certain circumstances, many of which
differ from each other in significant ways and may not have the same effect, thus complicating compliance efforts.

 

 ● Price reporting laws that require us to calculate and report complex pricing metrics to government programs, where such reported prices may be
used in the calculation of reimbursements or discounts on our drug products.

 
Because of the breadth of these laws and the narrowness of the statutory exceptions and regulatory safe harbors available under such laws, it is possible that
certain business activities could be subject to challenge under one or more of such laws. The scope and enforcement of each of these laws is uncertain and
subject to rapid change in the current environment of healthcare reform, especially in light of the lack of applicable precedent and regulations. Federal and
state enforcement bodies have recently increased their scrutiny of interactions between healthcare companies and healthcare providers, which has led to a
number of investigations, prosecutions, convictions and settlements in the healthcare industry. Ensuring that business arrangements with third parties
comply with applicable healthcare laws, as well as responding to possible investigations by government authorities, can be time- and resource-consuming
and can divert management’s attention from the business, even if the government ultimately finds that no violation has occurred.
 
If our operations are found to be in violation of any of the health regulatory laws described above or any other laws that apply to us, we may be subject to
penalties, including, but not limited to, criminal, civil and administrative penalties, damages, fines, disgorgement, individual imprisonment, possible
exclusion from participation in government healthcare programs, injunctions, private qui tam actions brought by individual whistleblowers in the name of
the government and the curtailment or restructuring of our operations, as well as additional reporting obligations and oversight if we become subject to a
corporate integrity agreement or other agreement to resolve allegations of non-compliance with these laws, any of which could adversely affect our ability
to operate our business and our results of operations.
 
Healthcare Reform
 
A primary trend in the U.S. healthcare industry and elsewhere is cost containment. There have been a number of federal and state proposals during the last
few years regarding the pricing of pharmaceutical and biopharmaceutical products, limiting coverage and reimbursement for drugs and other medical
products, government control and other changes to the healthcare system in the United States. By way of example, in March 2010, the Patient Protection
and Affordable Care Act, or ACA, contained several provisions affecting the pharmaceutical industry:
 

 
● the Medicaid Drug Rebate Program requires pharmaceutical manufacturers to enter into and have in effect a national rebate agreement with the

Secretary of the Department of HHS, as a condition of Medicare Part B and Medicaid coverage of the manufacturer’s outpatient drugs furnished to
Medicaid patients;

 

 

● in order for a pharmaceutical product to receive federal reimbursement under the Medicare Part B and Medicaid programs or to be sold directly to
U.S. government agencies, the manufacturer must extend discounts to entities eligible to participate in the 340B Drug Pricing Program. The
required 340B discount on a given product is calculated based on the average manufacturer price, or AMP, and Medicaid rebate amounts reported
by the manufacturer;
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 ● the ACA imposed a requirement on manufacturers of branded drugs to provide a 70% discount off the negotiated price of branded drugs dispensed
to Medicare Part D patients in the coverage gap (i.e., the donut hole);

 

 
● the ACA imposed an annual, nondeductible fee on any entity that manufactures or imports certain branded prescription drugs, apportioned among

these entities according to their market share in certain government healthcare programs, although this fee would not apply to sales of certain
products approved exclusively for orphan indications;

 
 ● the ACA implemented the Physician Payments Sunshine Act;
 
 ● the ACA requires annual reporting of drug samples that manufacturers and distributors provide to physicians;
 

 ● the ACA expanded healthcare fraud and abuse laws in the United States, including the False Claims Act and the federal Anti-Kickback Statute,
new government investigative powers and enhanced penalties for non-compliance;

 
 ● the ACA established a licensing framework for follow-on biologics; and
 

 ● the ACA established the new Patient-Centered Outcomes Research Institute to oversee, identify priorities in and conduct comparative clinical
effectiveness research, along with the funding for such research.

 
The Trump Administration and the Congressional Republicans have proposed several efforts to repeal and replace the ACA. President Trump has also
signed Executive Orders and other directives designed to delay the implementation of certain provisions of the ACA or otherwise circumvent some of the
requirements for health insurance mandated by the ACA. Additionally, on December 15, 2019, a federal district court in Texas struck down the ACA in its
entirety, finding that the Tax Cuts and Jobs Act of 2017 (TCJA) rendered the individual mandate unconstitutional. The judge further concluded in Texas v.
Azar that since the individual mandate is “essential” to the ACA, it could not be severed from the rest of the ACA and therefore, the entire ACA was
unconstitutional. Despite its decision, however, the court did not issue an injunction and therefore, immediate compliance is not required. In addition, the
Trump Administration announced that it will continue to administer the law until a formal decision is made by the U.S. Supreme Court. The Supreme Court
recently announced that it will hear a challenge in Texas v. United States, though arguments have not yet been set. It is likely that the case will be scheduled
for arguments early in the next term that starts in October 2020. Apart from Texas v. United States, ACA litigation continues across the country in district
and appellate courts, and before the Supreme Court. The Supreme Court will issue at least two ACA-related decisions before the end of its current term: one
on the risk corridors program (Maine Community Health Options v. United States) and the other on religious or moral exemptions to the contraceptive
mandate (Trump v. Pennsylvania and Little Sisters of the Poor v. Pennsylvania). Both decisions are expected before July 2020. It is unclear how the eventual
decisions from the Supreme Court and the various other courts across the country to repeal and replace the ACA will impact the ACA and our business. It is
also unclear how regulations and sub-regulatory policy, which fluctuate continually, may affect interpretation and implementation of the ACA and its
practical effects on our business, particularly entering an election year.
 
In the future, there may continue to be additional proposals relating to the reform of the U.S. healthcare system, some of which could further limit the prices
we will be able to charge for our product candidates, or the amounts of reimbursement available for our product candidates. If future legislation were to
impose direct governmental price controls or access restrictions, it could have a significant adverse impact on our business. Managed care organizations, as
well as Medicaid and other government agencies, continue to seek price discounts. Some states have implemented, and other states are considering,
measures to reduce costs of the Medicaid program, and some states are considering implementing measures that would apply to broader segments of their
populations that are not Medicaid-eligible. Due to the volatility in the current economic and market dynamics, we are unable to predict the impact of any
unforeseen or unknown legislative, regulatory, payor or policy actions, which may include cost containment and healthcare reform measures. Such policy
actions could have a material adverse impact on our profitability.
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These and other healthcare reform initiatives may result in additional reductions in Medicare and other healthcare funding, which could have a material
adverse effect on our financial operations. We expect that additional state and federal healthcare reform measures will be adopted in the future, any of which
could limit the amounts that federal and state governments will pay for healthcare products and services, which could result in reduced demand for our
product candidates or additional pricing pressures.
 
Additionally, on May 30, 2018, the Trickett Wendler, Frank Mongiello, Jordan McLinn, and Matthew Bellina Right to Try Act of 2017, or Right to Try Act,
was signed into law. The law, among other things, provides a federal framework for patients to access certain investigational new drug products that have
completed a Phase I clinical trial. Under certain circumstances, eligible patients can seek treatment without enrolling in clinical trials and without obtaining
FDA approval under the FDA expanded access program. There is no obligation for a pharmaceutical manufacturer to make its drug products available to
eligible patients as a result of the Right to Try Act.
 
Foreign Regulation of Drugs
 
In order to market any product outside of the United States, we will need to comply with numerous and varying regulatory requirements of other countries
and jurisdictions regarding development, approval, commercial sales and distribution of our products, and governing, among other things, clinical trials,
marketing authorization, commercial sales and distribution of our products, if approved. Whether or not we obtain FDA approval for a product, we must
obtain the necessary approvals by the comparable regulatory authorities of foreign countries before we can commence clinical trials or marketing of the
product in those countries. The approval process varies between countries and jurisdictions and can involve additional product testing and additional
administrative review periods. The time required to obtain approval in other countries and jurisdictions might differ from and be longer than that required to
obtain FDA approval. Regulatory approval in one country or jurisdiction does not ensure regulatory approval in another, but a failure or delay in obtaining
regulatory approval in one country or jurisdiction may negatively impact the regulatory process in others.
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Item 1A. Risk Factors
 
Investing in our common stock involves a high degree of risk. You should carefully consider the risks described below, as well as the other information in
this Annual Report on Form 10-K, including our financial statements and the related notes and “Management’s Discussion and Analysis of Financial
Condition and Results of Operations,” before deciding whether to invest in our common stock. The occurrence of any of the events or developments
described below could harm our business, financial condition, results of operations and growth prospects. In such an event, the market price of our common
stock could decline and you may lose all or part of your investment. Additional risks and uncertainties not presently known to us or that we currently deem
immaterial also may impair our business operations.
 
Risks Related to our Financial Position and Need for Additional Capital
 
Our net losses and significant cash used in operating activities have raised substantial doubt regarding our ability to continue as a going concern.
 
Our financial statements for the year ended December 31, 2019 include a statement that our recurring losses and cash outflows from operations, our
accumulated deficit and our debt maturing within twelve months raise substantial doubt about our ability to continue as a going concern. As of December
31, 2019, we had $55.8 million of cash. We believe that our existing cash will enable us to fund our operating expenses and capital expenditure
requirements, make payments of interest and principal on our term loan facility with Pacific Western Bank, or PWB, and remain in compliance with the
minimum cash covenant of $8.5 million pursuant to this term loan facility, through August 2020. We have based these estimates on assumptions that may
prove to be wrong, and we could utilize our available capital resources sooner than we expect.
 
If we are unable to obtain sufficient funding or execute on strategic initiatives to generate sufficient cash, our business, prospects, financial condition and
results of operations will be materially and adversely affected, and we may be unable to continue as a going concern. If we are unable to continue as a going
concern, we may have to liquidate our assets and may receive less than the value at which those assets are carried on our audited financial statements, and it
is likely that investors will lose all or a part of their investment. Future financial statements may also include statements expressing substantial doubt about
our ability to continue as a going concern. If we seek additional financing to fund our business activities in the future and there remains substantial doubt
about our ability to continue as a going concern, investors or other financing sources may be unwilling to provide additional funding to us on commercially
reasonable terms or at all.
 
We have a history of losses, have not commenced commercial operations to date and our future profitability is uncertain.
 
We have incurred net losses of $47.6 million, $53.1 million and $29.2 million for the years ended December 31, 2019, 2018 and 2017, respectively. We also
had negative operating cash flows for each of these years. As of December 31, 2019 and 2018, we had an accumulated deficit of $215.2 million and
$167.1 million, respectively.
 
Since our incorporation, we have invested heavily in the development of our product candidates and technologies, as well as in recruiting management and
scientific personnel. To date, we have not commenced the commercialization of our product candidates and all of our revenue has been derived from up-
front fees and milestone payments made to us in connection with licensing and collaboration arrangements we have entered into. These up-front fees and
milestone payments have been, and may continue to be, insufficient to match our operating expenses. We expect to continue to devote substantial financial
and other resources to the clinical development of our product candidates and, as a result, must generate significant revenue to achieve and maintain
profitability. We may continue to incur losses and negative cash flow and may never transition to profitability or positive cash flow.
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We expect that we will need further financing for our existing business and future growth, which may not be available on acceptable terms, if at all.
Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or discontinue our product development efforts or
other operations. The failure to obtain further financing may also prevent us from capitalizing on other potential product candidates or indications
which may be more profitable than LIQ861 and LIQ865 or for which there may be a greater likelihood of success.
 
We anticipate that we will need to raise additional funds to meet our future funding requirements for the continued research, development and
commercialization of our product candidates and technology. In the event that funds generated from our operations are insufficient to fund our future
growth, we may raise additional funds through the issuance of equity or debt securities or by borrowing from banks or other financial institutions. We
cannot assure you that we will be able to obtain such additional financing on terms that are acceptable to us, or at all. Global and local economic conditions
could negatively affect our ability to raise funds. To the extent that we raise additional capital through the sale of equity or convertible debt securities, your
ownership interest will be diluted, and the terms of such securities may include liquidation or other preferences that adversely affect your rights as a
stockholder. Such financing, even if obtained, may be accompanied by restrictive covenants that may, among others, limit our ability to pay dividends or
require us to seek consent for payment of dividends, or restrict our freedom to operate our business by requiring consent for certain actions.
 
If we fail to obtain additional financing on terms that are acceptable to us, we will not be able to implement our growth plans, and we may be required to
significantly curtail, delay or discontinue one or more of our research, development or manufacturing programs or the commercialization of any approved
product. Furthermore, if we fail to obtain additional financing on terms that are acceptable to us, we may forgo or delay the pursuit of opportunities
presented by other potential product candidates or indications that may later prove to have greater commercial potential than the product candidates and
indications that we have chosen to pursue.
 
We are evaluating potential strategic alternatives that could significantly impact our future operations and financial position.
 
Our primary objective has been to pursue marketing approval of LIQ861 and commercialize such product if approved by FDA. We will need to raise
substantial additional capital to continue our business operations and remain in compliance with the minimum cash covenant on our debt during and beyond
the third quarter of 2020, in addition to commercializing LIQ861, if approved. Such capital may not be available to us on a timely basis, on terms that are
favorable to us, or at all. Alternatively, in light of the Company’s current limited cash resources, the recent trading price of our common stock, outstanding
debt and associated minimum cash covenant, and based on a review of the status of our programs, resources and capabilities, we continue to explore a wide
range of strategic alternatives with the support of our financial advisor, Jefferies LLC, that could maximize stockholder value. Our efforts have been and
continue to be focused primarily upon the potential formation of a partnership or a licensing transaction with respect to our lead program, LIQ861, for the
treatment of PAH. Strategic alternatives may also include the sale of some of our assets or proprietary technologies, or a potential merger or sale of the
Company. There can be no assurance that we will be able to enter into such a transaction or transactions on a timely basis, on terms that are favorable to us,
or at all.
 
We may acquire businesses, products or product candidates, or form strategic alliances or create joint ventures, in the future, and we may not realize the
benefits of such transactions.
 
We may acquire additional businesses, products or product candidates, form strategic alliances or create joint ventures with third parties that we believe will
complement or augment our existing business, although we have no current agreements, commitments or understandings to do so. If we acquire businesses
with promising markets or technologies, we may not be able to realize the benefit of acquiring such businesses if we are unable to successfully integrate
them with our existing operations and company culture. We may encounter numerous difficulties in developing, manufacturing and marketing any new
products or product candidates resulting from a strategic alliance or acquisition that delay or prevent us from realizing their expected benefits or enhancing
our business. We cannot assure you that, following any such acquisition, strategic alliance or joint venture, we will achieve the expected synergies to justify
the transaction. 
 
Our credit facility with Pacific Western Bank, or PWB, contains operating and financial covenants that restrict our business and financing activities,
and is subject to acceleration in specified circumstances, which may result in PWB taking possession and disposing of any collateral.
 
Our credit facility contains restrictions that limit our flexibility in operating our business. Under the terms of the amended and restated loan and security
agreement dated as of October 26, 2018, as amended, or the A&R LSA, with PWB, pursuant to which PWB extended a $16.0 million term loan facility to
us, of which $11.0 million was received in October 2018 in an initial tranche and $5.0 million was received in May 2019, we may not, among others,
without the prior written consent of PWB, (a) pay any dividends or make any other distribution or payment on account of or in redemption, retirement or
purchase of any capital stock except in certain prescribed circumstances, (b) create, incur, assume, guarantee or be or remain liable with respect to any
indebtedness except certain permitted indebtedness or prepay any indebtedness, (c) replace or suffer the departure of our Chief Executive Officer or Chief
Financial Officer without delivering written notification to PWB within ten days of such change or (d) suffer a change on our board of directors, or Board,
which results in the failure of at least one partner of Canaan Partners or their respective affiliates to serve as a voting member, without having used best
efforts to deliver at least 15 days’ prior written notification to PWB. Our facility with PWB is collateralized by all of our assets excluding our intellectual
property, on which we have granted a negative pledge.
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We have, in the past, breached multiple covenants in our loan and security agreement dated as of January 6, 2016, as amended, with PWB related to cash
levels, reporting requirements and required periodic deliverables to PWB, but have obtained waivers from PWB in relation to all such breaches. If we
breach certain of our debt covenants and are unable to cure such breach within the prescribed period or are not granted waivers in relation to such breach, it
may constitute an event of default under our facility agreements, giving lenders the right to require us to repay the then outstanding debt immediately, and
the lenders could, among other things, foreclose on the collateral granted to them to collateralize such indebtedness, which excludes our intellectual
property, if we are unable to pay the outstanding debt immediately. A breach of covenants in the A&R LSA and the acceleration of our repayment
obligations by PWB could have a material adverse effect on our business, financial condition, results of operations and prospects.
 
Although we have historically depended on GSK for a significant portion of our revenue, we do not expect to receive any additional revenue from our
GSK collaboration.
 
We are party to a licensing agreement with GSK pursuant to which GSK has exercised an option to exclusively license our PRINT technology for
applications in certain inhaled therapies, or the GSK ICO Agreement. We previously entered into a separate licensing agreement with GSK relating to the
field of vaccines, which lapsed in April 2016. We have historically received a significant portion of our revenue from GSK pursuant to these licensing
agreements. For the years ended December 31, 2019, 2018 and 2017, our revenue attributable to our collaboration and licensing arrangements with GSK,
which included a combination of billings for particle formulations, manufacturing, milestone payments and amortization of deferred revenue from up-front
fees, accounted for 100%, 16% and 84%, respectively, of our total revenue.
 
During the second quarter of 2019 we concluded that no further research and development services will be provided to GSK under the collaboration
agreement and the earnings process related to the license fees previously received under the collaboration agreement has been completed under the
proportional performance model. Therefore, the remaining deferred revenue of $8.1 million was recognized as revenue during the second quarter of 2019,
and we do not expect to receive any additional revenue from GSK pursuant to our collaboration. Because GSK is no longer actively advancing any
programs under our collaboration, we entered into the Third Amendment to the GSK ICO Agreement during the second quarter of 2019, pursuant to which
we have the right to develop three products for delivery via inhalation, subject to specified milestone payments and royalties due to GSK. Additionally,
under certain circumstances GSK has a right of first negotiation with respect to these programs. Although a large proportion of our revenue has historically
been obtained from our collaboration with GSK, we do not expect this collaboration to continue. To that end, we recently notified GSK of our intent to
terminate the collaboration because we believe that GSK's inactivity with respect to the collaboration constitutes a material breach and GSK has rebutted
our notice of termination. We are currently attempting to resolve the dispute with GSK pursuant to the terms of the GSK ICO Agreement.
 
Our management has broad discretion in using the net proceeds from prior equity offerings and may not use them effectively.
 
We expect to use the net proceeds of prior equity offerings to conduct additional clinical studies for LIQ861, conduct toxicology studies for LIQ865
and advance LIQ865 towards one or more Phase 2 proof-of-concept clinical trials, fund operations supporting the development of, and commercial activities
for, LIQ861 and LIQ865, and for working capital and general corporate purposes. Our management has broad discretion in the application of such proceeds
and could spend the proceeds in ways that do not improve our results of operations or enhance the value of our equity. The failure by our management to
apply these funds effectively could result in financial losses that could have a material adverse effect on our business, diminish cash flows available to
service our debt, cause the value of our equity to decline and delay the development of our product candidates. Pending their use, we may invest such
proceeds in short-term, investment-grade, interest-bearing securities, which may not yield favorable returns.
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Our ability to use our net operating loss carry forwards and certain other tax attributes may be limited.
 
Under Section 382 of the Internal Revenue Code of 1986, as amended, or the Code, if a corporation undergoes an “ownership change”, generally defined as
a greater than 50.0% change (by value) in its equity ownership over a three-year period, the corporation’s ability to use its pre-change net operating loss
carryforwards and other pre-change tax attributes, such as research tax credits, to offset its post-change income may be limited. With our December 2019
private placement and recent issuances under our ATM facility, our March 2019 follow-on equity offering and our July 2018 initial public offering, as well
as other past transactions, we believe that we have triggered an “ownership change” limitation. We have not completed a formal study to determine if any
“ownership changes” within the meaning of IRC Section 382 have occurred. If “ownership changes” within the meaning of Section 382 of the Code have
occurred, and if we earn net taxable income, our ability to use our net operating loss carryforwards and research and development tax credits generated since
inception to offset U.S. federal taxable income may be subject to limitations, which could potentially result in increased future tax liability to us and could
require us to pay U.S. federal income taxes earlier than would be required if such limitations were not in effect. Similar rules and limitations may apply for
state income tax purposes.
 
We are a late-stage clinical biopharmaceutical company with no approved products and no historical product revenue, which may make it difficult for
you to evaluate our business, financial condition and prospects.
 
We are a late-stage clinical biopharmaceutical company with no history of commercial operations upon which you can evaluate our prospects. Drug product
development involves a substantial degree of uncertainty. Our operations to date have been limited to developing our PRINT technology, undertaking
preclinical studies and clinical trials for our product candidates and collaborating with pharmaceutical companies, including GlaxoSmithKline plc and/or its
subsidiaries, collectively, GSK, to expand the applications for our PRINT technology through licensing as well as joint product development arrangements.
We have not obtained marketing approval for any of our product candidates and, accordingly, have not demonstrated an ability to generate revenue from
pharmaceutical products or successfully overcome the risks and uncertainties frequently encountered by companies undertaking drug product development.
Consequently, your ability to assess our business, financial condition and prospects may be significantly limited. Further, the net losses that we incur may
fluctuate significantly from quarter-to-quarter and year-to-year, such that a period-to-period comparison of our results of operations may not be a good
indication of our future performance. Other unanticipated costs may also arise.
 
The TCJA could adversely affect our business and financial condition.
 
On December 22, 2017, the TCJA was enacted into law. The TCJA includes significant changes to the U.S. corporate income tax system, including a
permanent reduction in the corporate income tax rate from 35% to 21%, limitations on the deductibility of interest expense and executive compensation and
the transition of U.S. international taxation from a worldwide system to a territorial tax system. For taxpayers with revenues over a certain threshold, the
TCJA also limits interest expense deductions to 30% of taxable income before interest, depreciation and amortization from 2018 to 2021 and then taxable
income before interest thereafter. The TCJA permits disallowed interest expense to be carried forward indefinitely. We calculated our best estimate of the
impact of the TCJA in our income tax provision for the year ended December 31, 2017 in accordance with our understanding of the TCJA and guidance
available at the time. The overall impact of the TCJA resulted in a decrease to the deferred tax assets and a corresponding decrease to the valuation
allowance of $14.1 million. We completed our accounting for the TCJA during the fourth quarter of 2018. No changes to the provisional amounts as of
December 31, 2017 were recorded. Notwithstanding the reduction in the corporate income tax rate, the overall impact of the TCJA is uncertain and our
business and financial condition could be adversely affected. The impact of this tax reform on holders of our common stock is also uncertain and could be
adverse. We urge our stockholders to consult with their legal and tax advisors with respect to such legislation and the potential tax consequences of
investing in our common stock.
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Risks Related to the Commercialization of our Product Candidates
 
We face significant competition from large pharmaceutical companies, among others, and our operating results will suffer if we are unable to compete
effectively.
 
We face significant competition from industry players worldwide, including large multi-national pharmaceutical companies, other emerging or smaller
pharmaceutical companies, as well as universities and other research institutions. Many of our competitors have substantially greater financial, technical and
other resources, such as a larger research and development staff, and more experience in manufacturing and marketing, than we do. As a result, these
companies may obtain marketing approval for their product candidates more quickly than we are able to and be more successful in commercializing their
products than us. Smaller or early-stage companies may also prove to be significant competitors, particularly through collaboration arrangements with large,
established companies. We may also face competition as a result of advances in the commercial applicability of new technologies and greater availability of
capital for investment in such technologies. Our competitors may also invest heavily in the discovery and development of novel drug products that could
make our product candidates less competitive or may file FDA citizen petitions which may delay the approval process for our product candidates.
Furthermore, our competitors may succeed in developing, acquiring or licensing, on an exclusive basis, pharmaceutical products that are easier to develop,
more effective or less costly than any product candidates that we are currently developing or that we may develop. Our competitors may also succeed in
asserting existing patents or developing new patents to which we do not have a license in an attempt to prevent us from marketing our products.
 
Any new drug product that competes with a prior approved drug product must demonstrate advantages in safety, efficacy, tolerability or convenience in
order to overcome price competition and to be commercially successful. Our products, if and when approved, are expected to face competition from drug
products that are already on the market, as well as those in our competitors’ development pipelines. We expect that our lead program, LIQ861, an inhaled
treprostinil therapy for the treatment of PAH, will face competition from the following inhaled treprostinil therapies that are either currently marketed or in
clinical development:
 

 
● Tyvaso, marketed by United Therapeutics, has been approved for the treatment of PAH in the United States since 2009. Tyvaso is the reference

listed drug in our NDA for LIQ861. Following patent litigation, United Therapeutics and Watson Pharmaceuticals reached a settlement whereby
Watson Pharmaceuticals will be permitted to enter the market with a generic version of Tyvaso beginning on January 1, 2026.

 
 ● Ventavis, marketed by Actelion, a division of Johnson & Johnson, has been approved for the treatment of PAH in the United States since 2004.
 

 

● TreT, licensed from MannKind, by United Therapeutics, is currently in late-stage clinical development in the United States for the treatment of
PAH. Under the license agreement, United Therapeutics is responsible for global development, regulatory and commercial activities. MannKind
will manufacture clinical supplies and initial commercial supplies of the product while long-term commercial supplies will be manufactured by
United Therapeutics. In September, 2019, United Therapeutics commenced a clinical study (BREEZE) to evaluate the safety and pharmacokinetics
of switching PAH patients from Tyvaso to TreT and announced plans to commence a second clinical study during the first half of 2020 to compare
the pharmacokinetics of TreT to Tyvaso in healthy volunteers. United Therapeutics further reported that the two studies, if successful, are the only
clinical studies necessary to support FDA approval.

 
In addition to these other inhaled treprostinil therapies, we expect that LIQ861 will also face competition from other treprostinil-based drugs, including
Orenitram, which is administered orally, and Remodulin, which is administered parenterally, both of which are marketed by United Therapeutics.
 
In addition to treprostinil-based therapies, other classes of therapeutic agents for the treatment of PAH include the following:
 

 ● IP-agonists, such as selexipag, marketed by Actelion, and ralinepeg, licensed from Arena Pharmaceuticals by United Therapeutics, which is
currently in clinical development;

 

 ● Endothelin receptor antagonists, such as bosentan and macitentan, both marketed by Actelion, and ambrisentan, marketed by Gilead. Generic
version of bosentan and ambrisentan are currently available.

 

 ● PDE-5 inhibitors, such as tadalafil, marketed by United Therapeutics, and sildenafil, marketed by Pfizer. Generic versions of both tadalafil and
sildenafil are currently available.

 
 ● Soluble guanylate cyclase (sGC) stimulator, such as riociguat marketed by Bayer.
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In addition, we are also aware of several other agents currently in clinical development in the United States for the treatment of PAH, including those in
development by Insmed and Acceleron.
 
We expect LIQ865 to face competition from EXPAREL®, an existing injectable version of bupivacaine. The early success of EXPAREL may make it
difficult for us to convince physicians, patients and other members of the medical community to accept and use LIQ865 over EXPAREL. Generic
equivalents of EXPAREL may also enter the market following the expiry of EXPAREL’s patent in 2021.
 
While EXPAREL is currently the only direct competitor to LIQ865 on the market, in October 2018 Heron Therapeutics, Inc., or Heron, announced the
submission of its NDA to the FDA for HTX-011, an investigational long-acting, extended-release formulation of the local anesthetic bupivacaine in a fixed-
dose combination with the anti-inflammatory meloxicam for the management of postoperative pain. HTX-011 was granted both breakthrough therapy and
fast track designations from the FDA as well as priority review by the FDA. On May 1, 2019, Heron announced that it received a complete response letter,
or CRL, for HTX-011 from the FDA. On October 1, 2019, Heron announced that it had resubmitted its NDA for HTX-011 to the FDA and expected a six-
month review. In addition to Heron, Durect Corporation and Innocoll Holdings plc each also have products in clinical development that are potential
competitors to LIQ865.
 
If we are unable to maintain our competitive position, our business and prospects will be materially and adversely affected.
 
If a competitor obtains orphan drug designation from the FDA for the same drug and same indication as we are seeking for a product candidate, and
then obtains approval of that drug for that condition before we do, the resulting FDA exclusivity would significantly delay our ability to commercialize
that product candidate. Similarly, if a competitor obtains marketing approval for a new condition of use that required new clinical investigations for
support, the competitor may obtain three-year marketing exclusivity for that condition of use, and thereby delay our ability to receive marketing
approval for that drug product for that condition of use by three years form the date of that approval.
 
Under the Orphan Drug Act, the FDA may grant orphan drug designation to drugs intended to treat a rare disease or condition — generally a disease or
condition that affects fewer than 200,000 individuals in the United States or that affects more than 200,000 individuals in the United States and for which
there is no reasonable expectation that the costs of research and development of the drug for the indication can be recovered by sales of the drug in the
United States. Orphan drug designation must be requested before submitting an NDA.
 
After the FDA grants orphan drug designation, the generic identity of the drug and its potential orphan use are disclosed publicly by the FDA. Orphan drug
designation does not convey any advantage in, or shorten the duration of, the regulatory review and approval process. The first applicant to receive FDA
approval for a particular active ingredient to treat a particular disease or condition with orphan drug designation is entitled to a seven-year exclusive
marketing period in the United States for that product in that indication. Among the other benefits of orphan drug designation are tax credits for certain
research and a waiver of the NDA application user fee.
 
During the exclusivity period, the FDA may not approve any other applications to market the same drug for the same disease or condition, except in limited
circumstances, such as if the second applicant demonstrates clinical superiority of its product to the product with orphan drug exclusivity through a
demonstration of superior safety, superior efficacy or a major contribution to patient care, or if the manufacturer of the product with orphan exclusivity is
not able to assure sufficient quantities of the product. “Same drug” means a drug that contains the same identity of the active moiety if it is a drug composed
of small molecules, or of the principal molecular structural features if it is composed of macromolecules and is intended for the same use as a previously
approved drug, except that if the subsequent drug can be shown to be clinically superior to the first drug, it will not be considered to be the same drug. Drug
exclusivity does not prevent the FDA from approving a different drug for the same disease or condition, or the same drug for a different disease or
condition.
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The commercial success of our drug products depends on the availability and sufficiency of third-party payor coverage and reimbursement.
 
Patients in the United States and elsewhere generally rely on third-party payors to reimburse part or all of the costs associated with their prescription drugs.
Accordingly, market acceptance of our drug products is dependent on the extent to which third-party coverage and reimbursement is available from
government health administration authorities (including in connection with government healthcare programs, such as Medicare and Medicaid in the United
States), private healthcare insurers and other healthcare funding organizations.
 
Significant uncertainty exists as to the coverage and reimbursement status of any drug products for which we may obtain regulatory approval. Coverage
decisions may not favor new drug products when more established or lower-cost therapeutic alternatives are already available. Even if we obtain coverage
for a given drug product, the associated reimbursement rate may not be adequate to cover our costs, including research, development, intellectual property,
manufacture, sale and distribution expenses, or may require co-payments that patients find unacceptably high. Patients are unlikely to use our products
unless reimbursement is adequate to cover all or a significant portion of the cost of our drug products.
 
Coverage and reimbursement policies for drug products can differ significantly from payor to payor as there is no uniform policy of coverage and
reimbursement for drug products among third-party payors in the United States. There may be significant delays in obtaining coverage and reimbursement
as the process of determining coverage and reimbursement is often time-consuming and costly, which will require us to provide scientific and clinical
support for the use of our products to each payor separately, with no assurance that coverage or adequate reimbursement will be obtained. It is difficult to
predict at this time what government authorities and third-party payors will decide with respect to coverage and reimbursement for our drug products.
 
The market for our product candidates will depend significantly on access to third-party payors’ drug formularies, or lists of medications for which third-
party payors provide coverage and reimbursement. Competition to be included in such formularies often leads to downward pricing pressures. In particular,
third-party payors may refuse to include a particular drug in their formularies or otherwise restrict patient access to a drug when a less costly generic
equivalent or other alternative is available. In particular, given that several therapeutically similar drug products to LIQ861, including inhaled, oral and
parenteral prostacyclins, are available on the market, managed care organizations may minimize the utilization of a new to market product and accordingly,
we expect that LIQ861, if and when approved, will operate in a highly cost-constrained environment. Similarly, as there are a number of generic and
branded therapeutic alternatives to LIQ865 in the post-operative pain market, there is a significant risk that LIQ865 may not be placed on the formularies of
key institutions and/or receive favorable reimbursement, if and when approved.
 
The U.S. government, state legislatures and foreign governmental entities have shown significant interest in implementing cost containment programs to
limit the growth of government-paid healthcare costs, including price controls, restrictions on reimbursement and coverage and requirements for substitution
of generic products for branded prescription drugs. Adoption of government controls and measures, and tightening of restrictive policies in jurisdictions
with existing controls and measures, could exclude or limit our drug products from coverage and limit payments for pharmaceuticals.
 
In addition, we expect that the increased emphasis on managed care and cost containment measures in the United States by third-party payors and
government authorities will continue and will place pressure on pharmaceutical pricing and coverage. Coverage policies and third-party reimbursement
rates may change at any time. Even if favorable coverage and reimbursement status is attained for one or more drug products for which we receive
regulatory approval, less favorable coverage policies and reimbursement rates may be implemented in the future.
 
If we are unable to obtain and maintain sufficient third-party coverage and adequate reimbursement for our drug products, the commercial success of our
drug products may be greatly hindered and our financial condition and results of operations may be materially and adversely affected.
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Our products may not achieve market acceptance.
 
We are currently focused on developing drug products that can be approved under abbreviated regulatory pathways in the United States, such as the 505(b)
(2) regulatory pathway, which allows us to rely on existing knowledge of the safety and efficacy of the relevant reference listed drugs to support our
applications for approval in the United States. While we believe that it will be less difficult for us to convince physicians, patients and other members of the
medical community to accept and use our drug products as compared to entirely new drugs, our drug products may nonetheless fail to gain sufficient market
acceptance by physicians, patients, other healthcare providers and third-party payors. If any of our drug products fail to achieve sufficient market
acceptance, we may not be able to generate sufficient revenue to become profitable. The degree of market acceptance of our drug products, if and when they
are approved for commercial sale, will depend on a number of factors, including but not limited to:
 
 ● the timing of our receipt of marketing approvals, the terms of such approvals and the countries in which such approvals are obtained;
 ● the safety, efficacy, reliability and ease of administration of our drug products;
 ● the prevalence and severity of undesirable side effects and adverse events;

 ● the extent of the limitations or warnings required by the FDA or comparable regulatory authorities in other countries to be contained in the labeling
of our drug products;

 ● the clinical indications for which our drug products are approved;
 ● the availability and perceived advantages of alternative therapies;
 ● any publicity related to our drug products or those of our competitors;
 ● the quality and price of competing drug products;
 ● our ability to obtain third-party payor coverage and sufficient reimbursement;
 ● the willingness of patients to pay out of pocket in the absence of third-party payor coverage; and
 ● the selling efforts and commitment of our commercialization collaborators.
 
If our drug products, if and when approved, fail to receive a sufficient level of market acceptance, our ability to generate revenue from sales of our drug
products will be limited, and our business and results of operations may be materially and adversely affected.
 
The pharmaceutical industry is subject to rapid technological change, which could affect the commercial viability of our products.
 
The pharmaceutical industry is subject to rapid and significant technological change. Research, discoveries or inventions by others may result in medical
insights or breakthroughs that render our products less competitive or even obsolete. Furthermore, there may be breakthroughs of new pharmaceutical
technologies which may become superior to our PRINT technology that may result in the loss of our commercial advantage. Our future success will depend
in part upon our ability to, among others:
 
 ● develop or license new technologies that address the changing needs of the medical community; and
 
 ● respond to technological advances and changing industry standards and practices in a cost-effective and timely manner.
 
Developing technology entails significant technical and business risks and substantial costs. We cannot assure you that we will be able to utilize new
technologies effectively or that we will be able to adapt our existing technologies to changing industry standards in a timely or cost-effective manner, or at
all. If we are unable to keep up with advancements in technology, our competitive position may suffer and our business and prospects may be materially and
adversely affected.
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Disruptions at the FDA, the SEC and other government agencies could hinder their ability to hire and retain key leadership and other personnel,
prevent new products and services from being developed or commercialized in a timely manner or otherwise prevent those agencies from performing
normal business functions on which the operation of our business may rely, which could negatively impact our business.
 
The ability of the FDA to review and approve new products can be affected by a variety of factors, including global pandemics, natural disasters,
geopolitical actions, government budget and funding levels, ability to hire and retain key personnel and accept the payment of user fees, and statutory,
regulatory, and policy changes. Average review times at the FDA have fluctuated in recent years as a result. In addition, government funding of the SEC and
other government agencies on which our operations may rely, including those that fund research and development activities, is subject to the political
process, which is inherently fluid and unpredictable.
 
Disruptions at the FDA and other agencies may also slow the time necessary for new drugs to be reviewed and/or approved by necessary government
agencies, which would adversely affect our business. For example, in December 2019, a novel strain of COVID-19, or coronavirus, was reported to have
surfaced in Wuhan, China and has become a global pandemic as of the date of this Annual Report on Form 10-K. The full impact of the coronavirus is
unknown and rapidly evolving. Additionally, over the last several years, including from December 22, 2018 until January 25, 2019, the U.S. government has
shut down several times and certain regulatory agencies, such as the FDA and the SEC, have had to furlough critical FDA, SEC and other government
employees and stop critical activities. If a prolonged government disruption occurs, it could significantly impact the ability of the FDA to timely review and
process our regulatory submissions, which could have a material adverse effect on our business. Further, in our operations as a public company, prolonged
government disruptions, global pandemics and other natural disasters or geopolitical actions could impact our ability to access the public markets and obtain
necessary capital in order to properly capitalize and continue our operations.
 
Our products may be subject to reduced prices negotiated by certain group purchasing organizations that could adversely impact our product revenue.
 
Our customers may organize with each other or with third parties, such as distributors, manufacturers or hospitals, to negotiate prices that are lower than we
may have been able to obtain from each of them individually. In such event, our ability to generate product revenue, and consequently our results of
operations, may be materially and adversely affected.
 
We may not be able to build our marketing and sales capabilities or enter into agreements with third parties to market and sell our drug products.
 
In order to market and sell any of our drug products, if and when approved, we will be required to build our marketing and sales capabilities. We cannot
assure you that we will be successful in doing so or be able to do so in a cost-effective manner. In addition, we may enter into collaboration arrangements
with third parties to market our drug products. We may face significant competition for collaborators. In addition, collaboration arrangements may be time-
consuming to negotiate and document. We cannot assure you that we will be able to negotiate collaborations for the marketing and sales of our drug
products on acceptable terms, or at all. Even if we do enter into such collaborations, we cannot assure you that our collaborators will be successful in
commercializing our products. If we or our collaborators are unable to successfully commercialize our drug products, whether in the United States or
elsewhere, our business and results of operations may be materially and adversely affected.
 
If the FDA or comparable regulatory authorities in other countries approve generic versions of our product candidates, or do not grant our product
candidates a sufficient period of market exclusivity before approving their generic versions, our ability to generate revenue may be adversely affected.
 
Once an NDA is approved, the drug product covered will be listed as a reference listed drug in the FDA’s Orange Book. In the United States, manufacturers
of drug products may seek approval of generic versions of reference listed drugs through the submission of abbreviated new drug applications, or ANDAs.
In support of an ANDA, a generic manufacturer is generally required to show that its product has the same active pharmaceutical ingredient(s), dosage
form, strength, route of administration and conditions of use or labeling as the reference listed drug and that the generic version is bioequivalent to the
reference listed drug. Generic drug products may be significantly less expensive to bring to market than the reference listed drug, and companies that
produce generic drug products are generally able to offer them at lower prices. Thus, following the introduction of a generic drug product, a significant
percentage of the sales of any reference listed drug may be lost to the generic drug product.
 
The FDA will not approve an ANDA for a generic drug product until the applicable period of market exclusivity for the reference listed drug has expired.
The applicable period of market exclusivity varies depending on the type of exclusivity granted. A grant of market exclusivity is separate from the existence
of patent protection and manufacturers may seek to launch generic versions of our drug products following the expiry of their respective marketing
exclusivity periods, even if our drug products are still under patent protection at the relevant time.
 
Any competition that our product candidates may face, if and when such product candidates are approved for marketing and commercialized, from generic
versions could substantially limit our ability to realize a return on our investment in the development of our product candidates and have a material and
adverse effect on our business and prospects.
 
The off-label use or misuse of our products may harm our image in the marketplace, result in injuries that lead to costly product liability suits, or result
in costly investigations and regulatory agency sanctions under certain circumstances if we are deemed to have engaged in the promotion of these uses,
any of which could be costly to our business.
 
We are developing LIQ861 for the treatment of PAH and LIQ865 for the treatment of local post-operative pain. If our product candidates receive marketing
approval from the FDA for these specific indications, we may only promote or market our product candidates for their specifically approved indications and
make promotional claims consistent with the FDA-required product labeling. We will train our marketing and sales force against promoting our product
candidates for “off-label uses” that would be inconsistent with FDA law and guidance. With respect to whether communications are consistent with the
FDA-required product labeling, we cannot predict whether the FDA will agree with our assessment. We also cannot prevent a physician from using our
products off-label, when in the physician’s independent professional medical judgment he or she deems it appropriate. There may be increased risk of injury
to patients if physicians attempt to use our products for uses for which they are not approved. Furthermore, the use of our products for indications other than
those approved by the FDA may not effectively treat such conditions, which could harm our reputation in the marketplace among physicians and patients.
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If the FDA determines that our promotional materials or training constitute promotion of an off-label or other improper use, it could request that we modify
our training or promotional materials, or subject us to regulatory or enforcement actions, including the issuance of an untitled letter, a warning letter,
injunction, seizure, civil fine or criminal penalties. It is also possible that other federal, state or foreign enforcement authorities might take action if they
consider our business activities to constitute promotion of an off-label use, which could result in significant penalties, including, but not limited to, criminal,
civil or administrative penalties, damages, fines, disgorgement, exclusion from participation in government healthcare programs, mandatory compliance
programs under corporate integrity agreements, debarment, refusal of government contracts, and the curtailment of our operations.
 
These regulations or codes may limit our ability to effectively market our products, or we could run afoul of the requirements imposed by these regulations,
causing reputational harm. These regulations or codes may also impose potentially substantial costs on us.
 
We may not be able to respond effectively to changing consumer preferences and demand.
 
Our success depends, in part, on our ability to anticipate and respond to changing consumer trends and preferences in the pharmaceutical industry. We may
not be able to respond to these changes in a timely or commercially effective manner or at all. Our failure to accurately predict these trends could negatively
impact our inventory levels, sales and reputation. The commercial success of our drug products will depend upon a number of factors, including our ability
to, among others:
 
 ● anticipate consumers’ therapeutic needs;
 ● innovate, develop and commercialize new drug products in a timely manner;
 ● competitively price our drug products;
 ● procure and maintain our drug products in sufficient volumes and in a timely manner; and
 ● differentiate our drug products from those of our competitors.
 
If we are unable to introduce new drug products, develop improvements to our existing drug products or maintain the appropriate inventory levels to meet
our customers’ demand in a timely manner or at all, our business and prospects could be materially and adversely affected.
 
We may be exposed to claims and may not be able to obtain or maintain adequate product liability insurance.
 
Our business is exposed to the risk of product liability and other liability risks that are inherent in the development, manufacture, clinical testing and
marketing of pharmaceutical products. These risks exist even if a product is approved for commercial sale by the FDA or comparable regulatory authorities
in other countries and manufactured in licensed facilities. Our current product candidates, LIQ861 and LIQ865, are designed to affect important bodily
functions and processes. Any side effects, manufacturing defects, misuse or abuse associated with our products could result in injury to a patient or even
death.
 
Claims that are successfully brought against us could have a material and adverse effect on our financial condition and results of operations. Further, even if
we are successful in defending claims brought against us, our reputation could suffer. Regardless of merit or eventual outcome, product liability claims may
also result in, among others:
 
 ● a decreased demand for our products;
 ● a withdrawal or recall of our products from the market;
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 ● a withdrawal of participants from our ongoing clinical trials;
 ● the distraction of our management’s attention from our core business activities to defend such claims;
 ● additional costs to us; and
 ● a loss of revenue.
 
Our insurance may not provide adequate coverage against our potential liabilities. Furthermore, we, our collaborators or our licensees may not be able to
obtain or maintain insurance on acceptable terms, or at all. In addition, our collaborators or licensees may not be willing to indemnify us against these types
of liabilities and may not themselves be sufficiently insured or have sufficient assets to satisfy any product liability claims. To the extent that they are
uninsured or uninsurable, claims or losses that may be suffered by us, our collaborators or our licensees may have a material and adverse effect on our
financial condition and results of operations.
 
If our product candidates are approved for commercialization outside of the United States, we may be exposed to a number of risks associated with
international business operations.
 
If our product candidates are approved for commercialization outside of the United States, we may market our drug products ourselves, or we may enter into
agreements with third parties to market the aforesaid drug products outside of the United States. In such event, we may be subject to risks related to
international business operations, including, but not limited to:
 
 ● varying levels of protection for intellectual property rights;
 ● changes in tariffs and the imposition of trade barriers;
 ● economic weakness, including inflation or political instability in particular foreign economies and markets;
 ● differing payor reimbursement regimes, governmental payors or patient self-pay systems and price controls;
 ● compliance with tax, employment, immigration and labor laws in respect of employees living or traveling abroad;
 ● foreign tax laws;
 ● currency fluctuations; and

 ● business interruptions resulting from geopolitical actions, such as wars and terrorist attacks, among others, or global pandemics or natural disasters,
such as fires, floods, earthquakes and hurricanes, among others.

 
Risks Related to the Development and Regulatory Approval of our Product Candidates
 
We are primarily dependent on the success of our lead product candidate, LIQ861, for which we have recently filed an NDA with the FDA, and to a
lesser degree, LIQ865, which is still in clinical development, and these product candidates may fail to receive marketing approval or may not be
commercialized successfully.
 
We do not have any products approved for marketing in any jurisdiction and we have never generated any revenue from product sales. Our ability to
generate revenue from product sales and achieve profitability depends on our ability, alone or with strategic collaboration partners, to successfully complete
the development of, and obtain the regulatory and marketing approvals necessary to commercialize, one or more of our product candidates. We expect that a
substantial portion of our efforts and expenditure over the next few years will be devoted to our product candidates, LIQ861, a proprietary inhaled dry
powder formulation of treprostinil for the treatment of pulmonary arterial hypertension, or PAH, and LIQ865, a sustained-release formulation of
bupivacaine for the management of local post-operative pain. We do not anticipate generating revenue from product sales until 2021 at the earliest, if ever.
 
LIQ861 is being developed under the 505(b)(2) regulatory pathway with Tyvaso as the reference listed drug. We commenced a Phase 3 clinical trial of
LIQ861, which we refer to as INSPIRE, in the first quarter of 2018 and reported completion of enrollment and achievement of the primary endpoint, which
was long-term safety and tolerability, in the first quarter of 2019. LIQ861 was observed to be well-tolerated in 109 patients, with 101 patients (93%)
completing at least two months of treatment. During the two-month treatment period, LIQ861 was evaluated at doses up to 159 mcg with no study-drug
related serious adverse events, with some patients receiving doses up to 212 mcg after the two-month timepoint. Exploratory endpoints of the INSPIRE trial
demonstrated generally favorable functional and patient outcomes.
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In June 2019, we reported results from the INSPIRE study indicating that the 79.5 mcg dose of LIQ861 correlates with nine breaths of Tyvaso, the
maximum recommended label dose of Tyvaso. Analysis of the data from the PK sub-study in patients showed variability in systemic plasma levels of both
LIQ861 and Tyvaso, which is believed to be attributed to variation in severity of disease and has been seen in prior studies of treprostinil in patients. To
more accurately characterize the PK of LIQ861, we conducted two additional PK studies in healthy volunteers. In the first of these studies, we observed
unexpected variability in PK levels. Post-hoc analysis showed that plasma levels of treprostinil were tightly correlated to the LIQ861 dose delivered. Based
upon additional non-clinical and clinical work, we believe the unexpected variability seen in this healthy volunteer study was due to an administration
technique unique to the conduct of the study in the Phase 1 setting. In August 2019, we completed a second PK study in healthy volunteers in which the
proper administration technique was followed. This study demonstrated significantly reduced variability, and we believe we have established comparative
bioavailability to the reference listed drug.
 
In August 2019, one of the clinical investigators in the INSPIRE study reassessed a serious adverse event, preliminarily identified as hypersensitivity
pneumonitis, as being possibly related to LIQ861, whereas the investigator had previously, in May and June 2019, characterized the event as not related to
LIQ861. Based on the patient’s medical history, two other potential alternative causes of this event noted by the clinical investigator, and the fact that the
patient has been taking LIQ861 since October 2018, we do not agree with the clinical investigator’s assessment. However, we reported the event to the
FDA, as required, and we will continue to monitor and assess this event for any change.
 
We completed the pivotal INSPIRE trial in October 2019 and submitted an NDA for LIQ861 to the FDA in January 2020. Final enrollment in the trial
included 121 PAH patients to assess safety and tolerability through Month 2, the primary endpoint of the trial. Of the 121 patients enrolled in the study, 55
were Transition patients and 66 were Add-On patients. Add-On patients started on a dose of 26.5 mcg of LIQ861, with most (>80%) titrating to a 79.5 mcg
dose or higher within the first two months of treatment. Consistent with preliminary data presented in the second quarter of 2019, LIQ861 was observed to
be well-tolerated and treatment-emergent adverse events were mostly mild to moderate in nature at Month 2 up to doses of 159 mcg of LIQ861, the highest
dose studied at Month 2. Durability of therapy with LIQ861 appeared to be favorable, with 96% of Transition patients and 91% of Add-On patients
remaining on study drug at the Month 2 timepoint.
 
Initial analysis of the exploratory endpoints from the INSPIRE study indicates that LIQ861 may provide functional and quality-of-life benefits to PAH
patients in New York Heart Association, or NYHA, functional classes II and III. More than 90% of all patients who completed two months of treatment
maintained or improved their NYHA functional class. Additionally, we observed improvement in six-minute-walk-distance and quality of life as measured
by the MLHFQ in both patient groups.
 
We continued to treat patients who chose to remain on LIQ861 beyond the Month 2 timepoint of the primary endpoint. More than 80% of INSPIRE patients
remained on study drug at Month 4 with no significant changes in safety or tolerability observed compared to Month 2. At the completion of the INSPIRE
study, the patient with the longest duration of treatment had been on LIQ861 therapy for 18 months. To provide for continuity of treatment, patients from
INSPIRE were provided the opportunity to continue receiving treatment in an extension study, which is currently ongoing. In addition, we are enrolling
patients in a clinical study at certain investigational sites in Europe to characterize the hemodynamic dose-response relationship to LIQ861. We are also
considering conducting other clinical trials to generate additional data on LIQ861, including a clinical trial in pediatric patients. We also continue to conduct
development work in support of potential approval and commercialization of LIQ861, including label and patient-use assessments.
 
With respect to LIQ865, we initiated Phase 2-enabling toxicology studies in March 2019 in both soft tissue and bone models. The soft tissue toxicology
study showed favorable results. However, our bone toxicology study showed delayed bone healing at the dose tested and we therefore have recently initiated
an additional non-GLP bone toxicology study at lower doses of LIQ865, with results expected during the second half of 2020. Provided that results of this
study are favorable, we may then initiate a GLP bone toxicology study. We may also consider developing one or more alternative formulations of LIQ865.
Depending upon the results of the further bone toxicology studies and the availability of funding, among other considerations, we may initiate one or more
Phase 2 proof-of-concept clinical trials during 2021. We cannot assure you that our toxicology studies or clinical trials, if commenced, will be successful or
meet their endpoints, or that the endpoints for any future Phase 3 trials that we may conduct will be sufficient to receive marketing approval.
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If we successfully complete the clinical development of LIQ861 and LIQ865, we cannot assure you that they will receive marketing approval. The FDA or
comparable regulatory authorities in other countries may delay, limit or deny approval of our product candidates for various reasons. For example, such
authorities may disagree with the design, scope or implementation of our clinical trials, or with our interpretation of data from our preclinical studies or
clinical trials. Further, there are numerous FDA personnel assigned to review different aspects of an NDA, and uncertainties can be presented by their ability
to exercise judgment and discretion during the review process. During the course of review, the FDA may request or require additional preclinical, clinical,
CMC (chemistry, manufacturing, and control), or other data and information, and the development and information may be time-consuming and
expensive. Status as a combination product, as is the case for LIQ861, may complicate or delay the FDA review process. Product candidates that the FDA
deems to be combination products, such as LIQ861, or that otherwise rely on innovative drug delivery systems, may face additional challenges, risks and
delays in the product development and regulatory approval process. Moreover, the applicable requirements for approval may differ from country to country.
 
If we successfully obtain marketing approval for LIQ861 and LIQ865, we cannot assure you that they will be commercialized in a timely manner or
successfully, or at all. For example, LIQ861 and LIQ865 may not achieve a sufficient level of market acceptance, or we may not be able to effectively build
our marketing and sales capabilities or scale our manufacturing operations to meet commercial demand. The successful commercialization of LIQ861 and
LIQ865 will also, in part, depend on factors that are beyond our control. Therefore, we may not generate significant revenue from the sale of such products,
even if approved. Any delay or setback we face in the commercialization of LIQ861 or LIQ865 may have a material and adverse effect on our business and
prospects, which will adversely affect your investment in our company.
 
Our preclinical studies and clinical trials may not be successful and delays in such preclinical studies or clinical trials may cause our costs to increase
and significantly impair our ability to commercialize our product candidates. Results of previous clinical trials or interim results of ongoing clinical
trials may not be predictive of future results.
 
Before we are able to commercialize our drug products, we are required to undertake extensive preclinical studies and clinical trials to demonstrate that our
drug products are safe and effective for their intended uses. However, we cannot assure you that our drug products will, in preclinical studies and clinical
trials, demonstrate safety and efficacy as necessary to obtain marketing approval. Due to the nature of drug product development, many product candidates,
especially those in early stages of development, may be terminated during development. Although we believe we have completed clinical development for
LIQ861, we have not yet obtained approval for or commercialized any product candidates and as a result do not have a track record of successfully bringing
product candidates to market. Furthermore, LIQ861 and LIQ865 have, to date, been tested only in relatively small study populations and, accordingly, the
results from our earlier clinical trials may be less reliable than results achieved in larger clinical trials. Additionally, the outcome of preclinical testing and
early clinical trials may not be predictive of the success of later clinical trials, and preliminary and interim results of a clinical trial do not necessarily predict
final results.
 
Preclinical studies and clinical trials may fail due to factors such as flaws in trial design, dose selection and patient enrollment criteria. The results of
preclinical studies and early clinical trials may not be indicative of the results of subsequent clinical trials. Product candidates may, in later stages of clinical
testing, fail to show the desired safety and efficacy traits despite having progressed through preclinical studies and earlier clinical trials. Moreover, there
may be significant variability in safety or efficacy results between different trials of the same product candidate due to factors including, but not limited to,
changes in trial protocols, differences in the composition of the patient population, adherence to the dosing regimen and other trial protocols and
amendments to protocols and the rate of drop-out among patients in a clinical trial. If our preclinical studies or clinical trials are not successful and we are
unable to bring our product candidates to market as a result, our business and prospects may be materially and adversely affected.
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Furthermore, conducting preclinical studies and clinical trials is a costly and time-consuming process. The length of time required to conduct the required
studies and trials may vary substantially according to the type, complexity, novelty and intended use of the product candidate. A single clinical trial may
take up to several years to complete. Moreover, our preclinical studies and clinical trials may be delayed or halted due to various factors, including, among
others:
 
 ● delays in raising the funding necessary to initiate or continue a clinical trial;
 ● delays in manufacturing sufficient quantities of product candidates for clinical trials;
 ● delays in reaching agreement on acceptable terms with prospective contract research organizations and clinical trial sites;
 ● delays in obtaining institutional review board approval at clinical trial sites;
 ● delays in recruiting suitable patients to participate in a clinical trial;
 ● delays in patients’ completion of clinical trials or their post-treatment follow-up;
 ● regulatory authorities’ interpretation of our preclinical and clinical data; and

 ● unforeseen safety issues, including a high and unacceptable severity, or prevalence, of undesirable side effects or adverse events caused by our
product candidates or similar drug products or product candidates.

 
If our preclinical studies or clinical trials are delayed, the commercialization of our product candidates will be delayed and, as a result, we may incur
substantial additional costs or not be able to recoup our investment in the development of our product candidates, which would have a material and adverse
effect on our business.
 
LIQ861, for which we recently submitted an NDA, requires regulatory review, and, subject to feedback from the FDA, may require additional clinical
testing and data analysis. LIQ865, for which we have only completed a single Phase 1 study, requires additional clinical testing, data analysis, and
regulatory review. Clinical trials and data analysis can be expensive, time-consuming and difficult to design and implement. If we are unsuccessful in
obtaining regulatory approval for LIQ861 or LIQ865, or any of our product candidates do not provide positive results, we may be required to delay or
abandon development of such product, which would have a material adverse impact on our business.
 
Continuing product development requires additional and extensive clinical testing. Human clinical trials are very expensive and difficult to design and
implement, in part because they are subject to rigorous regulatory requirements. The clinical trial process is also time-consuming. We cannot provide any
assurance or certainty regarding when we might receive regulatory approval for LIQ861 or LIQ865. Furthermore, failure can occur at any stage of the
process, and we could encounter problems that cause us to abandon an NDA filed with the FDA or repeat clinical trials. The commencement and
completion of clinical trials for any current or future development product candidate may be delayed by several factors, including:
 
 ● unforeseen safety issues;
 ● determination of dosing issues;
 ● lack of effectiveness during clinical trials;
 ● slower than expected rates of patient recruitment;
 ● inability to monitor patients adequately during or after treatment; and
 ● inability or unwillingness of medical investigators to follow our clinical protocols or amendments to our protocols.
 
In addition, the FDA or an independent institutional review board, or IRB, may suspend our clinical trials at any time if it appears that we are exposing
participants to unacceptable health risks or if the FDA finds deficiencies in our IND submissions or the conduct of these trials. Therefore, we cannot provide
any assurance or predict with certainty the schedule for future clinical trials. In the event we do not ultimately receive regulatory approval for LIQ861 and
LIQ865, we may be required to terminate development of our only product candidates.
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The marketing approval processes of the FDA and comparable regulatory authorities in other countries are unpredictable and our product candidates
may be subject to multiple rounds of review or may not receive marketing approval.
 
We have not previously submitted an NDA to the FDA or similar drug approval filings to comparable regulatory authorities in other countries for any
product candidate, and we cannot assure you that any of our product candidates will receive marketing approval. Filing an application and obtaining
marketing approval for a pharmaceutical product candidate is an extensive, lengthy, expensive and inherently uncertain process, and regulatory authorities
may delay, limit or deny approval of our product candidates for many reasons, including, but not limited to, the following:
 

 ● the FDA or comparable regulatory authorities in other countries may refuse to file an NDA or similar drug approval filing if they deem the
application to be incomplete;

 ● the FDA or comparable regulatory authorities in other countries may disagree with the number, design, size, conduct or statistical analysis of one
or more of our clinical trials;

 ● we may be unable to demonstrate to the satisfaction of the FDA or comparable regulatory authorities in other countries that our product candidate
is safe and effective for its proposed indication, or that its clinical and other benefits outweigh its safety risks;

 ● the results of our clinical trials may not meet the level of statistical significance required by the FDA or comparable regulatory authorities in other
countries;

 ● the data collected from our clinical trials may not be sufficient to support the submission of an NDA or similar drug approval filing to the FDA or
comparable regulatory authorities in other countries;

 ● the FDA or comparable regulatory authorities in other countries may disagree with our interpretation of data from our preclinical studies or clinical
trials;

 
● our manufacturing processes and facilities have not been inspected by the FDA, and the FDA or comparable regulatory authorities in other

countries may not ultimately conclude that our manufacturing processes or facilities or those of our third-party manufacturers sufficiently
demonstrate compliance with cGMP to support NDA approval;

 ● our product candidates may not meet the level of quality and control required by the FDA or comparable regulatory authorities in other countries;

 ● our product candidates may not demonstrate sufficient long-term stability to support an NDA filing or obtain approval, or the product shelf life
may be limited by stability results;

 ● the FDA or comparable regulatory authorities in other countries may require development of a costly and extensive risk evaluation and mitigation
strategy, or REMS, as a condition of approval;

 ● the success or further approval of competing products approved in indications similar to those of our product candidates may change the standards
for approval of our product candidates in their proposed indications; and

 ● the approval policies of the FDA or comparable regulatory authorities in other countries may change in a manner that renders our clinical data
insufficient for approval.

 
In addition, the FDA or comparable regulatory authorities in other countries may, in their sole discretion, change their views in respect of regulatory
pathways they had previously affirmed or clinical trial protocols to which they were previously not opposed. While we have consulted with the FDA on the
appropriate regulatory pathway and clinical trial protocols for our product candidates, LIQ861 and LIQ865, we cannot assure you that the FDA will not
revise its position significantly at a later date. In the event that this occurs, the clinical development and commercialization of our product candidates may
be delayed or even derailed.
 
Even if we obtain marketing approval, the FDA or comparable regulatory authorities in other countries may approve our product candidates for fewer or
more limited indications than those for which we requested approval, or may include safety warnings or other restrictions that may negatively impact the
commercial viability of our product candidates. Likewise, regulatory authorities may grant approval contingent on the performance of costly post-marketing
clinical trials or the conduct of an expensive REMS, which could significantly reduce the potential for commercial success or viability of our product
candidates. We also may not be able to find acceptable collaborators to manufacture our drug products, if and when approved, in commercial quantities and
at acceptable prices, or at all.
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Our product candidates may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval, limit the
commercial potential or result in significant negative consequences following any potential marketing approval.
 
If our product candidates are associated with undesirable side effects or have characteristics that are unexpected, we may need to abandon our development
or limit development to certain uses or subpopulations in which the undesirable side effects or other characteristics are less prevalent, less severe or more
acceptable from a risk-benefit perspective. Any serious adverse or undesirable side effects identified during the development of our product candidates
could interrupt, delay or halt clinical trials and could result in the denial of regulatory approval by the FDA or other regulatory authorities for any or all
targeted indications, and in turn prevent us from commercializing our product candidates and generating revenues from their sale. In addition, if any of our
product candidates receive regulatory approval and we or others later identify undesirable adverse effects caused by the product, we could face one or more
of the following consequences:
 

 ● regulatory authorities may require the addition of labeling statements, such as a boxed warning or a contraindication, or other safety labeling
changes;

 ● regulatory authorities may require a REMS;
 ● regulatory authorities may withdraw their approval of the product;
 ● regulatory authorities may seize the product;
 ● we may be required to change the way that the product is administered;
 ● we may be required to conduct additional clinical trials;
 ● we may be required to recall the product;
 ● we may be subject to litigation or product liability claims, fines, injunctions or criminal penalties; and
 ● our reputation may suffer.
 
We may encounter difficulties in enrolling patients in our clinical trials.
 
We may not be able to commence or complete clinical trials for our product candidates if we are unable to locate and enroll a sufficient number of eligible
patients to participate in these trials.
 
Patient enrollment may be affected by, among others:
 
 ● the severity of the disease under investigation;
 ● the design of the clinical trial protocol and amendments to a protocol;
 ● the size and nature of the patient population;
 ● eligibility criteria for the clinical trial in question;

 ● the perceived risks and benefits of the product candidate under clinical testing, including a high and unacceptable severity, or prevalence, of
undesirable side effects or adverse events caused by our product candidates or similar products or product candidates;

 ● the existing body of safety and efficacy data in respect of the product candidate under clinical testing;
 ● the proximity of patients to clinical trial sites; and
 ● the number and nature of competing therapies and clinical trials.
 
Any negative results we may report in clinical trials of our product candidates may also make it difficult or impossible to recruit and retain patients in other
clinical trials of that same product candidate.
 
In particular, we will be required to identify and enroll a sufficient number of patients with PAH for our clinical trials and studies of LIQ861. PAH is a rare
disease with a relatively small patient population, and our enrollment of clinical trial participants may be slow as a result. Additionally, we expect that if we
initiate, as we are currently contemplating, a clinical trial of LIQ861 in pediatric patients, we may encounter difficulties enrolling patients in such a trial
because of the limited number of pediatric patients with this disease. Furthermore, we are aware of a number of therapies for PAH that are being developed
or that are already available on the market, and we expect to face competition from these investigational drugs or approved drugs for potential subjects in
our clinical trials, which may delay enrollment in our planned clinical trials.
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Delays or failures in planned patient enrollment or retention may result in increased costs, program delays, or both. We may, as a result of such delays or
failures, be unable to carry out our clinical trials as planned or within the timeframe that we expect or at all, and our business and prospects may be
materially and adversely affected as a result.
 
Product candidates that the FDA deems to be combination products, such as LIQ861, or that otherwise rely on innovative drug delivery systems, may
face additional challenges, risks and delays in the product development and regulatory approval process.
 
The FDA has indicated that it considers LIQ861, which is delivered by a DPI, to be a drug-device combination product and, accordingly, the DPI will be
evaluated as part of our NDA filing. When evaluating products that utilize a specific drug delivery system or device, the FDA will evaluate the
characteristics of that delivery system and its functionality, as well as the potential for undesirable interactions between the drug and the delivery system,
including the potential to negatively impact the safety or effectiveness of the drug. The FDA review process can be more complicated for combination
products, and may result in delays, particularly if novel delivery systems are involved. We rely on third parties for the design and manufacture of the
delivery systems for our products, including the DPI for LIQ861, and in some cases for the right to refer to their data on file with the FDA or other
regulators. Quality or design concerns with the delivery system, or commercial disputes with these third parties, could delay or prevent regulatory approval
and commercialization of our product candidates.
 
We are planning to pursue the FDA 505(b)(2) pathway for all of our current product candidates. If we are unable to rely on the 505(b)(2) regulatory
pathway to apply for marketing approval of our product candidates in the United States, seeking approval of these product candidates through the
505(b)(1) NDA pathway would require full reports of investigations of safety and effectiveness, and the process of obtaining marketing approval for our
product candidates would likely be significantly longer and more costly.
 
We are currently focused on developing drug products that can be approved under abbreviated regulatory pathways in the United States, such as the 505(b)
(2) regulatory pathway, which permits the filing of an NDA where at least some of the information required for approval comes from studies that were not
conducted by or for the applicant and for which the applicant has not obtained a right of reference. Section 505(b)(2), if applicable to us for a particular
product candidate, would allow an NDA we submit to the FDA to rely in part on data in the public domain or the FDA’s prior conclusions regarding the
safety and effectiveness of approved compounds, which could expedite the development program for a product candidate by potentially decreasing the
amount of clinical data that we would need to generate in order to obtain FDA approval. We plan to pursue this pathway for our current product candidates,
LIQ861 and LIQ865, and have submitted a 505(b)(2) NDA for LIQ861. Even if the FDA allows us to rely on the 505(b)(2) regulatory pathway, we cannot
assure you that such marketing approval will be obtained in a timely manner, or at all.
 
The FDA may require us to perform additional clinical trials to support any change from the reference listed drug, which could be time-consuming and
substantially delay our receipt of marketing approval. Also, as has been the experience of others in our industry, our competitors may file citizens’ petitions
with the FDA to contest approval of our NDA, which may delay or even prevent the FDA from approving any NDA that we submit under the 505(b)(2)
regulatory pathway. If an FDA decision or action relative to our product candidate, or the FDA’s interpretation of Section 505(b)(2) more generally, is
successfully challenged, it could result in delays or even prevent the FDA from approving a 505(b)(2) application for our product candidates. Even if we are
able to utilize the 505(b)(2) regulatory pathway, a drug approved via this pathway may be subject to the same post-approval limitations, conditions and
requirements as any other drug.
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In addition, we may face patent infringement lawsuits in relation to our NDAs submitted under the 505(b)(2) regulatory pathway, which may further delay
or prevent the review or approval of our product candidates. The pharmaceutical industry is highly competitive, and 505(b)(2) NDAs are subject to special
requirements designed to protect the patent rights of sponsors of previously approved drugs that are referenced in a 505(b)(2) NDA. If the previously
approved drugs referenced in an applicant’s 505(b)(2) NDA are protected by patent(s) listed in the FDA’s Approved Drug Products with Therapeutic
Equivalence Evaluations publication, or the Orange Book, the 505(b)(2) applicant is required to make a claim after filing their its NDA that each such patent
is invalid, unenforceable or will not be infringed. The patent holder may thereafter bring suit for patent infringement, which will trigger a mandatory 30-
month delay (or the shorter of dismissal of the lawsuit or expiration of the patent(s)) in approval of the 505(b)(2) NDA application. It is not uncommon for a
manufacturer of an approved product to file a citizen petition with the FDA seeking to delay approval of, or impose additional approval requirements for,
pending competing products. If successful, such petitions can significantly delay, or even prevent, the approval of the new product. However, even if the
FDA ultimately denies such a petition, the FDA may substantially delay approval while it considers and responds to the petition.
 
If the FDA determines that our product candidates do not qualify for the 505(b)(2) regulatory pathway, we would need to reconsider our plans and might not
be able to commercialize our product candidates in a cost-efficient manner, or at all. If we were to pursue approval under the 505(b)(1) NDA pathway, we
would be subject to more extensive requirements and risks such as conducting additional clinical trials, providing additional data and information or
meeting additional standards for marketing approval. As a result, the time and financial resources required to obtain marketing approval for our product
candidates would likely increase substantially and further complications and risks associated with our product candidates may arise. Also, new competing
products may reach the market faster than ours, which may materially and adversely affect our competitive position, business and prospects.
 
We may be unable to continually develop a pipeline of product candidates, which could affect our business and prospects.
 
A key element of our long-term strategy is to continually develop a pipeline of product candidates by developing proprietary innovations to FDA-approved
drug products using our PRINT technology. If we are unable to identify off-patent drug products for which we can develop proprietary innovations using
our PRINT technology or otherwise expand our product candidate pipeline, whether through licensed or co-development opportunities, and obtain
marketing approval for such product candidates within the timeframes that we anticipate, or at all, our business and prospects may be materially and
adversely affected.
 
We have conducted, and may in the future conduct, clinical trials for our product candidates outside the United States and the FDA may not accept data
from such trials.
 
Although the FDA may accept data from clinical trials conducted outside the United States in support of safety and efficacy claims for our product
candidates, if not conducted under an IND, this is subject to certain conditions set out in 21 C.F.R. § 312.120. For example, in order for the FDA to accept
data from such a foreign clinical trial, the study must have been conducted in accordance with Good Clinical Practice, or GCP, including review and
approval by an independent ethics committee and obtaining the informed consent from subjects of the clinical trials. The FDA must also be able to validate
the data from the study through an onsite inspection if the agency deems it necessary. In addition, foreign clinical data submitted to support FDA
applications should be applicable to the U.S. population and U.S. medical practice. Other factors that may affect the acceptance of foreign clinical data
include differences in clinical conditions, study populations or regulatory requirements between the United States and the foreign country.
 
We conducted the early Phase 1a clinical trial of LIQ865 in Denmark, and not under an IND, we are currently conducting an additional clinical trial in
Europe that explores the hemodynamic effects of LIQ861 in PAH patients, and we may, in the future, conduct clinical trials of our product candidates
outside the United States. The FDA may not accept such foreign clinical data, and in such event, we may be required to re-conduct relevant clinical trials
within the United States, which would be costly and time-consuming, and which could have a material and adverse effect on our ability to carry out our
business plans.
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Even if we obtain marketing approval for our product candidates in the United States, we or our collaborators may not obtain marketing approval for
the same product candidates elsewhere.
 
We may enter into strategic collaboration arrangements with third parties to commercialize our product candidates outside of the United States. In order to
market any product candidate outside of the United States, we or our collaborators will be required to comply with numerous and varying regulatory
requirements of other countries regarding safety and efficacy. Clinical trials conducted in one country may not be recognized or accepted by regulatory
authorities in other countries, and obtaining marketing approval in one country does not mean that marketing approval will be obtained in any other country.
Approval processes vary among countries and additional product testing and validation, or additional administrative review periods, may be required from
one country to the next.
 
Seeking marketing approval in countries other than the United States could be costly and time-consuming, especially if additional preclinical studies or
clinical trials are required to be conducted. We currently do not have any product candidates approved for sale in any jurisdiction, including non-U.S.
markets, and we do not have experience in obtaining marketing approval in non-U.S. markets. We currently also have not identified any collaborators to
market our products outside of the United States and cannot assure you that such collaborators, even if identified, will be able to successfully obtain
marketing approval for our product candidates outside of the United States. If we or our collaborators fail to obtain marketing approval in non-U.S. markets,
or if such approval is delayed, our target market may be reduced, and our ability to realize the full market potential of our products will be adversely
affected.
 
Risks Related to Our Dependence on Third Parties
 
We depend on third parties for clinical and commercial supplies, including single suppliers for the active ingredient, the device, encapsulation and
packaging of LIQ861.
 
We depend on third-party suppliers for clinical and commercial supplies, including the active pharmaceutical ingredients which are used in our product
candidates. These supplies may not always be available to us at the standards we require or on terms acceptable to us, or at all, and we may not be able to
locate alternative suppliers in a timely manner, or at all. If we are unable to obtain necessary clinical or commercial supplies, our manufacturing operations
and clinical trials and the clinical trials of our collaborators may be delayed or disrupted and our business and prospects may be materially and adversely
affected as a result.
 
For example, we currently rely on a sole supplier for treprostinil, the active pharmaceutical ingredient of LIQ861, which sources treprostinil from a
manufacturer in South Korea. If our supplier is unable to supply treprostinil to us in the quantities we require, or at all, or otherwise defaults on its supply
obligations to us, or if it ceases its relationship with us, we may not be able to obtain alternative supplies of treprostinil from other suppliers on acceptable
terms, in a timely manner, or at all. Furthermore, LIQ861 is administered using the RS00 Model 8 DPI, or dry powder inhaler, which is manufactured by
Plastiape S.p.A., or Plastiape, which is located in Italy. We also rely on a sole supplier for encapsulation and packaging services. We purchase treprostinil,
our DPI supply and encapsulation and packaging services pursuant to purchase orders and do not have long-term contracts with these suppliers. In the event
of any prolonged disruption to our supply of treprostinil, the manufacture and supply of RS00 Model 8 DPI or encapsulation and packaging services, our
ability to develop and commercialize, and the timeline for commercialization of, LIQ861 may be adversely affected.
 
Additionally, in December 2019, a novel strain of COVID-19, or coronavirus, was reported to have surfaced in Wuhan, China and has become a global
pandemic as of the date of this Annual Report on Form 10-K. The full impact of the coronavirus is unknown and rapidly evolving. Both South Korea, the
country from which our supplier sources treprostinil, and Italy, the country in which Plastiape is headquartered, have had significant outbreaks of this
disease, which, in the case of Italy, has led to a lockdown of the entire country as of the date of this Annual Report on Form 10-K. The extent to which the
coronavirus impacts our ability to procure sufficient supplies for the development and commercialization of our products and product candidates will
depend on the severity, location and duration of the spread of the coronavirus, and the actions undertaken to contain the coronavirus or treat its effects.
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We rely on third parties to conduct our preclinical studies and clinical trials.
 
We currently rely on, and plan to continue to rely on, third-party CROs to monitor and manage data for our preclinical studies and clinical trials. However,
we are responsible for ensuring that each of our trials is conducted in accordance with the applicable regulatory standards and our reliance on CROs does
not relieve us of our regulatory responsibilities.
 
The CROs on which we rely are required to comply with FDA regulations (and the regulations of comparable regulatory authorities in other countries)
regarding GCP. Regulatory authorities enforce GCP standards through periodic inspections. If any of the CROs on which we rely fail to comply with the
applicable GCP standards, the clinical data generated in our clinical trials may be deemed unreliable. While we have contractual agreements with these
CROs, we have limited influence over their actual performance and cannot control whether or not they devote sufficient time and resources to our
preclinical studies and clinical trials. A failure to comply with the applicable regulations in the conduct of the preclinical studies and clinical trials for our
product candidates may require us to repeat such studies or trials, which would delay the process of obtaining marketing approval for our product candidates
and have a material and adverse effect on our business and prospects.
 
Some of our CROs have the ability to terminate their respective agreements with us if, among others, it can be reasonably demonstrated that the safety of
the patients participating in our clinical trials warrants such termination. If any of our agreements with our CROs is terminated, and if we are not able to
enter into agreements with alternative CROs on acceptable terms or in a timely manner, or at all, the clinical development of our product candidates may be
delayed and our development expenses could be increased.
 
If we are unable to establish or maintain licensing and collaboration arrangements with other pharmaceutical companies on acceptable terms, or at all,
we may not be able to develop and commercialize additional product candidates using our PRINT technology.
 
We have collaborated, and may consider collaborating, with, among others, pharmaceutical companies to expand the applications for our PRINT technology
through licensing as well as joint product development arrangements. In addition, if we are able to obtain marketing approval for our product candidates
from regulatory authorities, we may enter into strategic relationships with collaborators for the commercialization of such products.
 
Collaboration and licensing arrangements are complex and time-consuming to negotiate, document, implement and maintain. We may not be successful in
our efforts to establish collaboration or other alternative arrangements should we so choose to enter into such arrangements. In addition, the terms of any
collaboration or other arrangements that we may enter into may not be favorable to us or may restrict our ability to enter into further collaboration or other
arrangements with third parties. For example, collaboration agreements may contain exclusivity arrangements which limit our ability to work with other
pharmaceutical companies to expand the applications for our PRINT technology, as is the case in our collaboration agreement with GSK.
 
If we are unable to establish licensing and collaboration arrangements or the terms of such agreements we enter into are unfavorable to us or restrict our
ability to work with other pharmaceutical companies, we may not be able to expand the applications for our PRINT technology or commercialize our
products, if and when approved, and our business and prospects may be materially and adversely affected.
 
Our collaboration and licensing arrangements may not be successful.
 
Our collaboration and licensing arrangements, as well as any future collaboration and licensing arrangements that we may enter into, may not be successful.
The success of our collaboration and licensing arrangements will depend heavily on the efforts and activities of our collaborators, which are not within our
control. We may, in the course of our collaboration and licensing arrangements, be subject to numerous risks, including, but not limited to, the following:
 
 ● our collaborators may have significant discretion in determining the efforts and resources that they will contribute;

 

● our collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial, abandon a product
candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing. For example, in July
2018, GSK notified us of its decision to discontinue development of the inhaled antiviral for viral exacerbations in COPD, part of the GSK
ICO Agreement, after completion of its related Phase 1 clinical trial and we do not believe that GSK is currently advancing any program under
our collaboration;
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 ● our collaborators may independently, or in conjunction with others, develop products that compete directly or indirectly with our product
candidates;

 
● we may grant exclusive rights to our collaborators that would restrict us from collaborating with others. For example, we are currently subject

to certain restrictions with regard to our ability to enter into collaboration arrangements for the development of inhaled therapeutics based
upon our PRINT technology with third parties pursuant to our collaboration with GSK;

 
● our collaborators may not properly maintain or defend our intellectual property rights or may use our intellectual property or proprietary

information in a way that gives rise to actual or threatened litigation that could jeopardize or invalidate our intellectual property or proprietary
information or expose us to potential liability;

 ● disputes may arise between us and our collaborators, which may cause a delay in or the termination of our research, development or
commercialization activities;

 
● our collaboration and licensing arrangements may be terminated, and if terminated, may result in our need for additional capital to pursue

further drug product development or commercialization. For example, our development and licensing agreement with G&W Laboratories,
Inc., was mutually terminated in April 2018 and we are currently seeking the termination of our collaboration with GSK;

 ● our collaborators may own or co-own certain intellectual property arising from our collaboration and licensing arrangements with them, which
may restrict our ability to develop or commercialize such intellectual property; and

 ● our collaborators may alter the strategic direction of their business or may undergo a change of control or management, which may affect the
success of our collaboration arrangements with them.

 
Risks Related to Legal Compliance Matters
 
Even if we obtain regulatory approval for a product candidate, our products and business will remain subject to ongoing regulatory obligations and
review.
 
If our product candidates are approved, they will be subject to ongoing regulatory requirements for manufacturing, labeling, packaging, storage, drug supply
chain security surveillance and tracking, advertising, promotion, sampling, record-keeping, conduct of post-marketing studies and submission of safety,
efficacy and other post-market information, including both federal and state requirements in the United States and comparable requirements outside of the
United States. Accordingly, we and others with whom we work must continue to expend time, money and effort in all areas of regulatory compliance,
including manufacturing, production and quality control. Any regulatory approvals that we may receive for our product candidates may also be subject to
limitations on the approved indicated uses for which the product may be marketed or to the conditions of approval, or contain requirements for potentially
costly post-marketing testing, including Phase 4 clinical trials, and surveillance to monitor the safety and efficacy of the product candidate. The FDA may
also require a REMS as a condition of approval of our product candidates, which could include requirements for a medication guide, physician
communication plans or additional elements to ensure safe use, such as restricted distribution methods, patient registries and other risk minimization tools.
We will also be required to report certain adverse reactions and production problems, if any, to the FDA or other regulatory agencies and to comply with
requirements concerning advertising and promotion for our products. Promotional communications with respect to prescription drugs are subject to a variety
of legal and regulatory restrictions and must be consistent with the information in the product’s approved label. As such, we may not promote our products
for indications or uses for which they do not have FDA or other regulatory agency approval. The holder of an approved NDA must also submit new or
supplemental applications and obtain FDA approval for certain changes to the approved product, product labeling, or manufacturing process. We could also
be asked to conduct post-marketing clinical studies to verify the safety and efficacy of our product candidates in general or in specific patient subsets. An
unsuccessful post-marketing study or failure to complete such a clinical study could result in the withdrawal of marketing approval. Furthermore, any new
legislation addressing drug safety issues could result in delays in product development or commercialization or increased costs to assure compliance.
Foreign regulatory authorities impose similar requirements. If a regulatory agency discovers previously unknown problems with a product, such as adverse
events of unanticipated severity or frequency, or disagrees with the promotion, marketing or labeling of a product, such regulatory agency may impose
restrictions on that product or us, including requiring withdrawal of the product from the market. If we fail to comply with applicable regulatory
requirements, a regulatory agency or enforcement authority may, among other things:
 
 ● issue warning letters asserting that we are in violation of the law;
 

69



 
 
 ● seek an injunction or impose civil or criminal penalties or monetary fines;
 ● suspend or withdraw regulatory approval;
 ● suspend any of our ongoing clinical trials;
 ● refuse to approve pending applications or supplements to approved applications submitted by us or our strategic partners;
 ● restrict the marketing or manufacturing of our products;
 ● seize or detain products, or require a product recall;
 ● refuse to permit the import or export of our product candidates; or
 ● refuse to allow us to enter into government contracts.
 
Any government investigation of alleged violations of law could require us to expend significant time and resources in response and could generate negative
publicity. Any failure to comply with ongoing regulatory requirements may significantly and adversely affect our ability to commercialize and generate
revenue from our product candidates. If regulatory sanctions are applied or if regulatory approval is withdrawn, the value of our company and our operating
results will be adversely affected.
 
We also cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or administrative or executive action,
either in the United States or abroad. If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies,
or if we are not able to maintain regulatory compliance, we may lose any marketing approval that we may have obtained and we may not achieve or sustain
profitability, which would adversely affect our business, prospects, financial condition and results of operations.
 
The terms of approvals, ongoing regulations and post-marketing restrictions for our products may limit how we manufacture and market our products,
which could materially impair our ability to generate revenue.
 
Once marketing approval has been granted, an approved product and its manufacturer and marketer are subject to ongoing review and extensive regulation.
The FDA closely regulates the post-approval marketing and promotion of drugs to ensure drugs are marketed only for the approved indications and in
accordance with the provisions of the approved labeling and regulatory requirements. The FDA imposes stringent restrictions on manufacturers’
communications regarding off-label use, and if we do not restrict the marketing of our products only to their approved indications, we may be subject to
enforcement action for off-label marketing.
 
The FDA applies a heightened level of scrutiny to comparative claims when applying its statutory standards for advertising and promotion, including with
regard to its requirement that promotional labeling be truthful and not misleading. Any claim of effectiveness made in prescription drug promotion,
including comparative effectiveness, must be supported by substantial evidence or substantial clinical experience.
 
In addition, making comparative claims may draw concerns from our competitors. Where a company makes a claim in advertising or promotion that its
product is superior to the product of a competitor (or that the competitor’s product is inferior), this creates a risk of a lawsuit by the competitor under federal
and state false advertising or unfair and deceptive trade practices law, and possibly also state libel law. Such a suit may seek injunctive relief against further
advertising, a court order directing corrective advertising, and compensatory and punitive damages where permitted by law.
 
We, and any potential collaborators we may have in the future, must therefore comply with requirements concerning advertising and promotion for any of
our products for which we or our collaborators obtain marketing approval. Thus, if either of our current product candidates receive marketing approval, the
accompanying label may limit the approved use of our product, which could limit sales of the product.
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In addition, manufacturers of approved products and those manufacturers’ facilities are required to comply with extensive FDA requirements, such as
ensuring that quality control and manufacturing procedures conform to cGMP applicable to drug manufacturers, which include requirements relating to
quality control and quality assurance as well as the corresponding maintenance of records and documentation and reporting requirements. We, any contract
manufacturers we may engage in the future, our future collaborators, licensees and their contract manufacturers will also be subject to other regulatory
requirements, including submissions of safety and other post-marketing information and reports, registration and listing requirements, requirements
regarding the distribution of samples to clinicians, recordkeeping and costly post-marketing studies or clinical trials and surveillance to monitor the safety or
efficacy of the product such as the requirement to implement a risk evaluation and mitigation strategy.
 
Our drug products may be subject to recalls, withdrawals, seizures or other enforcement actions by the FDA or comparable regulatory authorities in
other countries if we fail to comply with regulatory requirements or previously unknown problems with our drug products are discovered after they
reach the market.
 
The FDA or comparable regulatory authorities in other countries may withdraw approval of our drug products if we fail to maintain compliance with
regulatory requirements or if problems occur after our drug products reach the market. The discovery of previously unknown problems with a drug product,
including adverse events of unanticipated severity or frequency, problems with manufacturing processes or failure to comply with regulatory requirements,
including the requirement to promote a drug product only for its approved indications and in accordance with the provisions of its approved label, may
result in, among others:
 
 ● restrictions on the marketing or manufacturing of the product, complete withdrawal of the product from the market or product recalls;
 ● warning letters or holds on post-approval clinical trials;

 ● refusal of the FDA to approve pending NDAs or supplements to approved NDAs or comparable regulatory authorities refusing to approve any
pending marketing applications, or suspension or revocation of product approvals;

 ● product seizure or detention, or refusal to permit the import or export of the product; or
 ● injunctions or the imposition of civil or criminal penalties.
 
In the event that our drug products are subject to recalls, withdrawals, seizures or other enforcement actions by the FDA or comparable regulatory
authorities, our reputation and demand for our drug products could be materially and adversely affected. In addition, we may incur significant and
unexpected expenditures and management attention may be diverted in connection with any such recall, withdrawal, seizure or other enforcement action or
any corrective action required to be taken, which could have a material and adverse impact on our business and financial condition.
 
If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could
have a material adverse effect on our business.
 
We are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures and the handling, use,
storage, treatment and disposal of hazardous materials and wastes. From time to time and in the future, our operations may involve the use of hazardous and
flammable materials, including chemicals and biological materials, and may also produce hazardous waste products. Even if we contract with third parties
for the disposal of these materials and waste products, we cannot completely eliminate the risk of contamination or injury resulting from these materials. In
the event of contamination or injury resulting from the use or disposal of our hazardous materials, we could be held liable for any resulting damages, and
any liability could exceed our resources. We also could incur significant costs associated with civil or criminal fines and penalties for failure to comply with
such laws and regulations.
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We maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to injuries to our employees resulting from the use of
hazardous materials, but this insurance may not provide adequate coverage against potential liabilities. However, we do not maintain insurance for
environmental liability or toxic tort claims that may be asserted against us.
 
In addition, we may incur substantial costs in order to comply with current or future environmental, health and safety laws and regulations. Current or future
environmental laws and regulations may impair our research, development or production efforts. In addition, failure to comply with these laws and
regulations may result in substantial fines, penalties or other sanctions.
 
Risks Related to our Intellectual Property
 
Our commercial success depends largely on our ability to protect our intellectual property.
 
Our commercial success depends, in large part, on our ability to obtain and maintain patent protection and trade secret protection in the United States and
elsewhere in respect of our product candidates and PRINT technology. If we fail to adequately protect our intellectual property rights, our competitors may
be able to erode, negate or preempt any competitive advantage we may have. To protect our competitive position, we have filed and will continue to file for
patents in the United States and elsewhere in respect of our product candidates and PRINT technology. The process of identifying patentable subject matter
and filing a patent application is expensive and time-consuming. We cannot assure you that we will be able to file the necessary or desirable patent
applications at a reasonable cost, in a timely manner, or at all. Further, since certain patent applications are confidential until patents are issued, third parties
may have filed patent applications for subject matters covered by our pending patent applications without us being aware of such applications, and our
patent applications may not have priority over patent applications of others. In addition, we cannot assure you that our pending patent applications will
result in patents being obtained. The standards that patent offices in different jurisdictions use to grant patents are not always applied predictably or
uniformly and may change from time to time.
 
Even if we have been or are able to obtain patent protection for our product candidates or PRINT technology, if the scope of such patent protection is not
sufficiently broad, we may not be able to rely on such patent protection to prevent third parties from developing or commercializing product candidates or
technology that may copy our product candidates or technology. The enforceability of patents in the pharmaceutical industry involves complex legal and
scientific questions and can be uncertain. Accordingly, we cannot assure you that third parties will not successfully challenge the validity, enforceability or
scope of our patents. A successful challenge to our patents may lead to generic versions of our drug products being launched before the expiry of our patents
or otherwise limit our ability to stop others from using or commercializing similar or identical products and technology. A successful challenge to our
patents may also reduce the duration of the patent protection of our drug products or technology. If any of our patents are narrowed or invalidated, our
business and prospects may be materially and adversely affected. In addition, we cannot assure you that we will be able to detect unauthorized use or take
appropriate, adequate and timely actions to enforce our intellectual property rights. If we are unable to adequately protect our intellectual property, our
business, competitive position and prospects may be materially and adversely affected.
 
Even if our patents or patent applications are unchallenged, they may not adequately protect our intellectual property or prevent third parties from designing
around our patents or other intellectual property rights. If the patent applications we file or may file do not lead to patents being granted or if the scope of
any of our patent applications is challenged, we may face difficulties in developing our product candidates, companies may be dissuaded from collaborating
with us, and our ability to commercialize our product candidates may be materially and adversely affected. We are unable to predict which of our patent
applications will lead to patents or assure you that any of our patents will not be found invalid or unenforceable or challenged by third parties. The patents
of others may prevent the commercialization of product candidates incorporating our technology. In addition, given the amount of time required for the
development, clinical testing and regulatory review of new product candidates, any patents protecting our product candidates may expire before or shortly
after such product candidates might become approved for commercialization.
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Moreover, the issuance of a patent is not conclusive as to the inventorship of the patented subject matter, or its scope, validity or enforceability. We cannot
assure you that all of the potentially relevant prior art, that is, any evidence that an invention is already known, relating to our patents and patent
applications, has been found. If such prior art exists, it may be used to invalidate a patent or may prevent a patent from being issued.
 
In addition, we, our collaborators or our licensees may fail to identify patentable aspects of inventions made in the course of development and
commercialization activities before it is too late to obtain patent protection on them. As a result, we may miss potential opportunities to seek patent
protection or strengthen our patent position.
 
If we are unable to protect our trade secrets, the value of our PRINT technology and product candidates may be negatively impacted, which would have
a material and adverse effect on our competitive position and prospects.
 
In addition to patent protection, we rely on trade secret protection to protect certain aspects of our intellectual property. While we require parties who have
access to any portion of our trade secrets, such as our employees, consultants, advisers, CROs, CMOs, collaborators and other third parties, to enter into
non-disclosure and confidentiality agreements with us, we cannot assure you that these parties will not disclose our proprietary information, including our
trade secrets, in breach of their contractual obligations. Enforcing a claim that a party has illegally disclosed or misappropriated a trade secret is difficult,
costly and time-consuming, and we may not be successful in doing so. If the steps we have taken to protect our trade secrets are deemed by the adjudicating
court to be inadequate, we may not be able to obtain adequate recourse against a party for misappropriating our trade secrets.
 
Trade secrets can be difficult to protect as they may, over time, be independently discovered by our competitors or otherwise become known despite our
trade secret protection. If any of our trade secrets were to be lawfully obtained or independently developed by our competitors, we would have no right to
prevent such competitors, or those to whom they communicate such technology or information, from using that technology or information to compete with
us. Such competitors could attempt to replicate some or all of the competitive advantages we derive from our development efforts, willfully infringe our
intellectual property rights, design around our protected technology or develop their own competitive technologies that fall outside of our intellectual
property rights.
 
If our trade secrets were to be disclosed to or independently developed by our competitors, our competitors may be able to exploit our PRINT technology to
develop competing product candidates, and the value of our PRINT technology and our product candidates may be negatively impacted. This would have a
material and adverse effect on our competitive position and prospects.
 
We rely on licenses to intellectual property that are owned by third parties.
 
We have entered and may, in the future, enter into license agreements with third parties to license the rights to use their technologies in our research,
development and commercialization activities. License agreements generally impose various diligence, milestone payments, royalty, insurance and other
obligations on us, and if we fail to comply with these obligations, our licensors may have the right to terminate these license agreements. Termination of
these license agreements or the reduction or elimination of our licensed rights or the exclusivity of our licensed rights may have an adverse impact on,
among others, our ability to develop and commercialize our product candidates. We cannot assure you that we will be able to negotiate new or reinstated
licenses on commercially acceptable terms, or at all.
 
In addition, we license certain patent rights for our PRINT technology from The University of North Carolina at Chapel Hill, or UNC, under the UNC
Amended and Restated License Agreement, dated as of December 15, 2008, as amended, or the UNC license. Under the UNC License, UNC has the right to
terminate our license if we materially breach the agreement and fail to cure such breach within the stipulated time. In the event that UNC terminates our
license and we have a product that relies on that license, it may bring a claim against us, and if they are successful, we may be required to compensate UNC
for the unauthorized use of their patent rights through the payment of royalties.
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Also, the agreements under which we license patent rights may not give us control over patent prosecution or maintenance, so that we may not be able to
control which claims or arguments are presented and may not be able to secure, maintain or successfully enforce necessary or desirable patent protection
from those patent rights. We do not have primary control over patent prosecution and maintenance for certain of the patents we license, and therefore cannot
assure you that these patents and applications will be prosecuted or maintained in a manner consistent with the best interests of our business. We also cannot
assure you that patent prosecution and maintenance activities by our licensors, if any, will be conducted in compliance with applicable laws and regulations
or will result in valid and enforceable patents.
 
Pursuant to the terms of some of our license agreements with third parties, some of our third-party licensors have the right, but not the obligation, in certain
circumstances, to control the enforcement of our licensed patents or defense of any claims asserting the invalidity of these patents. Even if we are permitted
to pursue such enforcement or defense, we will require the cooperation of our licensors, and we cannot assure you that we will receive such cooperation on
commercially acceptable terms, or at all. We also cannot assure you that our licensors will allocate sufficient resources or prioritize their or our enforcement
of these patents or defense of these claims to protect our interests in the licensed patents. If we cannot obtain patent protection, or enforce existing or future
patents against third parties, our competitive position, business and prospects may be materially and adversely affected.
 
Further, licenses to intellectual property may not always be available to us on commercially acceptable terms, or at all. In the event that the licenses we rely
on are not available to us on commercially acceptable terms, or at all, our ability to commercialize our PRINT technology or product candidates, and our
business and prospects, may be materially and adversely affected.
 
We may become involved in litigation to protect our intellectual property or enforce our intellectual property rights, which could be expensive, time-
consuming and may not be successful.
 
Competitors may infringe our patents or misappropriate or otherwise violate our intellectual property rights. To counter infringement or unauthorized use,
we may engage in litigation to, among others, enforce or defend our intellectual property rights, determine the validity or scope of our intellectual property
rights and those of third parties, and protect our trade secrets. Such actions may be time-consuming and costly and may divert our management’s attention
from our core business and reduce the resources available for our clinical development, manufacturing and marketing activities, and consequently have a
material and adverse effect on our business and prospects, regardless of the outcome.
 
In addition, in an infringement proceeding, a court may decide that a patent owned by, or licensed to, us is invalid or unenforceable, or may refuse to stop
the other party from using the technology in question on the ground that our patents do not cover such technology. An adverse result in any litigation
proceeding could put one or more of our patents at risk of being invalidated, held unenforceable or interpreted narrowly. Furthermore, because of the
substantial amount of discovery required in connection with intellectual property litigation, there is a risk that our confidential information may be
compromised by disclosure.
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We may be subject to claims that our employees or consultants have wrongfully used or disclosed to us alleged trade secrets of their former employers or
other clients.
 
As is common in our industry, a number of our employees, including our Chief Executive Officer and a number of our executive officers, were formerly
employed by other biotechnology or pharmaceutical companies, including our competitors or potential competitors, among others, and may have entered
into proprietary rights, non-disclosure and non-competition agreements or similar agreements, in connection with such previous employment. Moreover, we
engage the services of scientific advisers and consultants to assist us in the development of our products, many of whom were previously employed at or
may have previously been or are currently providing consulting or advisory services to, other biotechnology or pharmaceutical companies, and who may
have also entered into proprietary rights, non-disclosure and non-competition (or similar) agreements with such other companies.
 
While we require that our employees, scientific advisers and consultants do not use the proprietary information or know-how of others in their work for us,
we cannot assure you that we will not be subject to claims that we or these employees, scientific advisers or consultants have inadvertently or otherwise
used or disclosed the trade secrets or proprietary information of their former employers or former or present clients in their work for us, especially where
such former employers or former or present clients are our competitors or potential competitors. Claims brought against us could cause us to incur
unexpected and substantial costs, as well as divert our management’s attention from our core business and reduce the resources available for our clinical
development, manufacturing and marketing activities. Consequently, our business may be materially and adversely affected.
 
We may be subject to claims from third parties that our products infringe their intellectual property rights.
 
The pharmaceutical industry has experienced rapid technological change and obsolescence in the past, and our competitors have strong incentives to stop or
delay any introduction of new drug products or related technologies by, among others, establishing intellectual property rights over their drug products or
technologies and aggressively enforcing these rights against potential new entrants into the market. We expect that we and other industry participants will be
increasingly subject to infringement claims as the number of competitors and drug products grows.
 
Our commercial success depends in large part upon our ability to develop, manufacture, market and sell our drug products or product candidates without
infringing on the patents or other proprietary rights of third parties. It is not always clear to industry participants, including us, what the scope of a patent
covers. Due to the large number of patents in issue and patent applications filed in our industry, there is a risk that third parties will claim that our products
or technologies infringe their intellectual property rights.
 
Claims for infringement of intellectual property which are brought against us, whether with or without merit, and which are generally uninsurable, could
result in time-consuming and costly litigation, diverting our management’s attention from our core business and reducing the resources available for our
drug product development, manufacturing and marketing activities, and consequently have a material and adverse effect on our business and prospects,
regardless of the outcome. Moreover, such proceedings could put our patents at risk of being invalidated or interpreted narrowly and our patent applications
at risk of not being issued. We also may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any, may not be
commercially meaningful. Uncertainties resulting from the initiation and continuation of litigation or other proceedings could also have a material and
adverse effect on our ability to compete in the market. Third parties making claims against us could obtain injunctive or other equitable relief against us,
which could prevent us from further developing or commercializing our product candidates.
 
In particular, we may be required to include a certification of patent invalidity or non-infringement, or a paragraph IV certification, in an NDA submitted
under the 505(b)(2) regulatory pathway, to certify that a patent over a reference listed drug is invalid, unenforceable or will not be infringed by the
manufacture, use or sale of our product candidate. The holder of such patent may file a patent infringement lawsuit against us after receiving notice of the
paragraph IV certification. Any such patent infringement lawsuit, if filed, will trigger a one-time, automatic, 30-month stay of the FDA’s ability to approve
our application, unless the patent litigation is resolved in our favor or the patent expires before that time. Accordingly, we may invest a significant amount
of time and expense in the development of a product candidate only to be subject to significant delay and incur substantial costs in litigation before such
product candidate may be commercialized, if at all. Companies that produce reference listed drugs routinely bring claims for patent infringement against
applicants under the 505(b)(2) regulatory pathway that are seeking regulatory approval to manufacture and market generic or reformulated forms of their
reference listed drugs.
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In the event of a successful infringement claim against us, including an infringement claim filed in response to a paragraph IV certification, we may be
required to pay damages, cease the development or commercialization of our drug products or product candidates, re-engineer or redevelop our drug
products or product candidates or enter into royalty or licensing agreements, any of which could have a material and adverse impact on our business,
financial condition and results of operations. Any effort to re-engineer or redevelop our products would require additional monies and time to be expended
and may not ultimately be successful.
 
Infringement claims may be brought against us in the future, and we cannot assure you that we will prevail in any ensuing litigation given the complex
technical issues and inherent uncertainties involved in intellectual property litigation. Our competitors may have substantially greater resources than we do
and may be able to sustain the costs of such litigation more effectively than we can.
 
Patent terms may be inadequate to protect our competitive position on our product candidates for an adequate amount of time.
 
Patents have a limited lifespan. In the United States, the natural expiration of a patent is generally 20 years after it is filed. While various extensions may be
available, the life of a patent, and the protection it affords, is limited. 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.
 
We intend to seek extensions of patent terms in the United States and, if available, in other countries where we prosecute patents. In the United States, the
U.S. Drug Price Competition and Patent Term Restoration Act of 1984, as amended, or the Hatch-Waxman Act, permits patent owners to request a patent
term extension, based on the regulatory review period for a product, of up to five years beyond the normal expiration of the patent, which is limited to one
patent claiming the approved drug product or use in an indication (or any additional indications approved during the period of extension). However, the
applicable authorities, including the FDA and the U.S. Patent and Trademark Office, or the USPTO, in the United States, and comparable regulatory
authorities in other countries, may not agree with our assessment of whether such extensions are available, and may refuse to grant extensions to our
patents, or grant more limited extensions than we had requested. In such event, our competitors may be able to take advantage of our investment in
development and clinical trials by referencing our preclinical and clinical data in their marketing approval applications with the FDA to launch their drug
product earlier than might otherwise be the case.
 
If we fail to comply with various procedural, document submission, fee payment or other requirements imposed by the USPTO or comparable patent
agencies in other countries, our patent protection could be reduced or eliminated.
 
We are required, over the lifetime of an issued patent, to pay periodic maintenance fees to the USPTO and comparable patent agencies in other countries.
We are also required by such patent agencies to comply with a number of procedural, documentary, fee payment and other conditions during the patent
application process. While an inadvertent lapse can, in many cases, be cured by payment of a late fee or other means in accordance with the applicable rules,
there are situations in which non-compliance can result in abandonment or lapse of a patent or patent application, resulting in the partial or complete loss of
patent rights in the relevant jurisdiction. Such situations include, but are not limited to:
 
 ● a failure to respond to official actions within the prescribed time limits;
 ● the non-payment of fees; and
 ● a failure to properly legalize and submit formal documents.
 
If we or our licensors, which control the prosecution and maintenance of patents which we license, fail to maintain the patents or patent applications
covering our product candidates or technology, such rights would be reduced or eliminated and, consequently, our competitive position, business and
prospects may be materially and adversely affected.
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Changes in patent laws or interpretations of patent laws in the United States or elsewhere may diminish the value of our intellectual property or narrow
the scope of protection of our patents.
 
In September 2011, the Leahy-Smith America Invents Act, or the Leahy-Smith Act, was signed into law, and many of the substantive changes became
effective in March 2013. The Leahy-Smith Act includes a number of significant changes to U.S. patent law, including changing the United States patent
system from a “first to invent” system to a “first inventor to file” system, expanding the definition of prior art and developing a post-grant review system.
The provisions under the Leahy-Smith Act changed the way patent applications are prosecuted and may also affect patent litigation. It may have also
weakened our ability to obtain patent protection in the United States for applications filed after March 16, 2013.
 
Further, the post-grant review and inter partes review proceedings established under the Leahy-Smith Act have been used by certain parties to cause a
cancellation of selected or all claims in relation to the issued patents of their competitors. For a patent with an effective filing date of March 16, 2013 or
later, a petition for post-grant review can be filed by a third party in a nine-month window from issuance of the patent. A petition for inter partes review can
be filed after the nine-month period for filing a post-grant review petition has expired for a patent with an effective filing date of March 16, 2013 or later.
Post-grant review proceedings can be brought on any ground of invalidity, whereas inter partes review proceedings can only raise an invalidity challenge
based on published prior art and patents. These adversarial actions at the USPTO review patent claims without the presumption of validity afforded to U.S.
patents in lawsuits in U.S. federal courts, and use a lower burden of proof than that used in civil actions in the U.S. federal courts. Therefore, it is generally
considered easier for a competitor or third party to have a U.S. patent invalidated in a USPTO post-grant review or inter partes review proceeding than
invalidated in litigation in a U.S. federal court. We cannot assure you that we, our licensors or our collaborators will be successful in defending any
challenge by a third party in a USPTO proceeding, or, conversely, that we, our licensors or our collaborators will be successful in challenging a third party
in such a proceeding.
 
In addition, recent court rulings in the United States have narrowed the scope of patent protection available and weakened the rights of patent owners,
particularly in the pharmaceutical industry. In 2012, the Supreme Court of the United States, or the Supreme Court, issued a decision in Mayo Collaborative
Services v. Prometheus Laboratories, Inc. invalidating patent claims directed to a process of measuring a metabolic product in a patient to optimize a drug
dosage for the patient. In 2013, the Supreme Court issued its decision in Association for Molecular Pathology v. Myriad Genetics, Inc. invalidating patent
claims directed to the breast cancer susceptibility genes BRCA1 and BRCA2. In 2017, the Supreme Court issued its decision in TC Heartland v. Kraft Food
Group Brands, holding that patentees can only sue alleged infringers in their state of incorporation. These rulings deviated from precedents and, accordingly,
have created uncertainty with regard to our ability to obtain patents in the future as well as the value of such patents, once obtained. Depending on future
actions by Congress, the U.S. courts, the USPTO and the relevant law-making bodies in other countries, the laws and regulations governing patents could
change in unpredictable ways that would affect our ability to obtain new patents or to enforce our existing patents and patents that we might obtain in the
future.
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We may not be able to enforce our intellectual property rights throughout the world.
 
Filing, prosecuting, enforcing and defending patents on our PRINT technology and our product candidates throughout the world may be prohibitively
expensive and may not be financially or commercially feasible. In countries where we have not obtained patent protection, our competitors may be able to
use our proprietary technologies to develop competing product candidates.
 
Also, the legal systems of non-U.S. jurisdictions may not protect intellectual property rights to the same extent or in the same manner as the laws of the
United States, and we may face significant difficulty in enforcing our intellectual property rights in these jurisdictions. The legal systems of certain
developing countries may not favor the enforcement of patents and other intellectual property rights. We may therefore face difficulty in stopping the
infringement or misappropriation of our patents or other intellectual property rights in those countries.
 
We need to protect our trademark, trade name and service mark rights to prevent competitors from taking advantage of our goodwill.
 
We believe that the protection of our trademark, trade name and service mark rights, such as Liquidia, the Liquidia logo and PRINT, is an important factor
in product recognition, protecting our brand, maintaining goodwill and maintaining or increasing market share. We may expend substantial cost and effort in
an attempt to register new trademarks, trade names and service marks and maintain and enforce our trademark, trade name and service mark rights. If we do
not adequately protect our rights in our trademarks, trade names and service marks from infringement, any goodwill that we have developed in those
trademarks could be lost or impaired.
 
Third parties may claim that the sale or promotion of our products, when and if approved, may infringe on the trademark, trade name and service mark
rights of others. Trademark, trade name and service mark infringement problems occur frequently in connection with the sale and marketing of
pharmaceutical products. If we become involved in any dispute regarding our trademark, trade name and service mark rights, regardless of whether we
prevail, we could be required to engage in costly, distracting and time-consuming litigation that could harm our business. If the trademarks, trade names and
service marks we use are found to infringe upon the trademarks, trade names or service marks of another company, we could be liable for damages and be
forced to stop using those trademarks, trade names or service marks, and as result, we could lose all the goodwill that has been developed in those
trademarks, trade names or service marks.
 
Risks Related to the Manufacturing of our Product Candidates
 
Our product candidates are based on our proprietary, novel technology, PRINT, which has not been the subject of FDA manufacturing inspections,
making it difficult to predict the time and cost of development and of subsequently obtaining regulatory approval.
 
Our future success depends on the successful development of our novel PRINT technology and products based on it, including LIQ861 and LIQ865. To our
knowledge, no regulatory authority has granted approval to market or commercialize drugs made using our PRINT technology. Further, manufacturing
facilities and processes utilizing our PRINT technology have not been the subject of FDA manufacturing inspections. We may never receive approval to
market and commercialize any product candidate that uses our PRINT technology.
 
Our facilities are subject to extensive and ongoing regulatory requirements and failure to comply with these regulations may result in significant
liability.
 
Our company and our facilities are subject to payment of fees, registration and listing requirements, ongoing review and periodic inspections by the FDA
and other regulatory authorities for compliance with quality system regulations, including the FDA’s current good manufacturing practices, or cGMP,
requirements. These regulations cover all aspects of the manufacturing, testing, quality control and record-keeping of our drug products. Furthermore, the
facilities where our product candidates are manufactured may be subject to inspection by the FDA before we can obtain marketing approval and remain
subject to periodic inspection even after our product candidates have received marketing approval. Suppliers of components and materials, such as active
pharmaceutical ingredients, used to manufacture our drug products are also required to comply with the applicable regulatory standards.
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The manufacture of pharmaceutical products is complex and requires significant expertise and capital investment, including the development of advanced
manufacturing techniques and process controls. We and any contract manufacturers that we may engage in the future must comply with cGMP
requirements. Manufacturers of pharmaceutical products often encounter difficulties in production, particularly in scaling up and validating initial
production and contamination controls. These problems include difficulties with production costs and yields, quality control, including stability of the
product, quality assurance testing, operator error, shortages of qualified personnel, as well as compliance with strictly enforced federal, state and foreign
regulations. Furthermore, if microbial, viral or other contaminations are discovered in our product candidates or in the manufacturing facilities in which our
product candidates are made, such manufacturing facilities may need to be closed for an extended period of time to investigate and remedy the
contamination.
 
Compliance with these regulatory standards often requires significant expense and effort. If we or our suppliers are unable to comply with the applicable
regulatory standards or take satisfactory corrective steps in response to adverse results of an inspection, this could result in enforcement action, including,
among others, the issue of a public warning letter, a shutdown of or restrictions on our or our suppliers’ manufacturing operations, delays in approving our
drug products and refusal to permit the import or export of our drug products. Any adverse regulatory action taken against us could subject us to significant
liability and harm our business and prospects.
 
Our operations are concentrated in Morrisville, North Carolina and interruptions affecting us or our suppliers due to natural disasters or other
unforeseen events could materially and adversely affect our operations.
 
All of our current operations are concentrated in Morrisville, North Carolina. A fire, flood, hurricane, earthquake or other disaster or unforeseen event
resulting in significant damage to our facilities could significantly disrupt or curtail or require us to cease our operations. It would be difficult, costly and
time-consuming to transfer resources from one facility to another or to repair or replace our facility in the event that it is significantly damaged. In addition,
our insurance may not be sufficient to cover all of our losses and may not continue to be available to us on acceptable terms, or at all. In addition, if one of
our suppliers experiences a similar disaster or unforeseen event, we could face significant delays in obtaining our supplies or be required to source supplies
from an alternative supplier and may incur substantial costs as a result. Any significant uninsured loss, prolonged or repeated disruption to operations or
inability to operate, experienced by us or by our suppliers, could materially and adversely affect our business, financial condition and results of operations.
 
We may not be able to engage third-party contract manufacturing organizations, or CMOs, to manufacture our drug products, if and when approved, on
a commercial scale to meet commercial demand for our drug products.
 
We may, in the future, need to rely on third-party CMOs or enter into contractual arrangements with third parties to manufacture our drug products, if and
when approved, on a commercial scale. However, we cannot assure you that we will be able to contract with such third parties on acceptable terms, if at all,
or that such third parties will satisfy our quality standards or meet our supply requirements in a timely manner, if at all. In addition, only a limited number of
manufacturers are capable of supplying pharmaceutical products. The manufacturing process for our drug products will be highly regulated, and we will
need to contract with manufacturers that can meet the relevant regulatory requirements on an ongoing basis. If the third-party manufacturers with whom we
contract fail to perform their obligations, we may not be able to meet commercial demand for our drug products, which would have a material and adverse
impact on our business.
 
System failures may disrupt our business operations and delay our product development programs and commercialization activities.
 
Our systems, including computer systems, and those of our collaborators, contractors and consultants are vulnerable to, among others, unauthorized access,
equipment failure and damage from computer viruses as well as cyber hackers. In the event of a material system failure or security breach of, or significant
damage to, our systems, our business operations may be disrupted, and our product development programs and commercialization activities may be delayed.
For example, failure of, or damage to, equipment leading to a loss of our clinical trial data could result in delays to the process of obtaining marketing
approval for our product candidates, as well as significant and unexpected expenditure to recover or reproduce the lost data. To the extent that any
disruption or damage to, or security breach of, the systems of our collaborators, contractors or consultants results in a loss of our data or applications, or the
disclosure of our confidential information, our business may be adversely affected.
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Risks Related to Healthcare Regulation
 
We are subject to various laws and regulations, such as healthcare fraud and abuse laws, false claim laws and health information privacy and security
laws, among others, and failure to comply with these laws and regulations may have an adverse effect on our business.
 
Healthcare providers, physicians and third-party payors often play a primary role in the recommendation and prescription of any drug products for which we
may obtain marketing approval. Our current and future arrangements with healthcare providers, physicians, third-party payors and customers, and our sales,
marketing and educational activities, may expose us to broadly applicable fraud and abuse and other healthcare laws and regulations (at the federal and state
level) that may constrain our business or financial arrangements and relationships through which we market, sell and distribute our drug products for which
we obtain marketing approval.
 
In addition, we may be subject to transparency laws and patient privacy regulation by both the federal government and the states in which we conduct our
business.
 
The laws that may affect our ability to operate include, but are not limited to, the following:
 

 

● the federal Anti-Kickback Statute, which prohibits, among other things, persons and entities including pharmaceutical manufacturers from, among
other things, knowingly and willfully soliciting, receiving, offering or paying remuneration, directly or indirectly, overtly or covertly, in cash or in
kind, to induce or reward, or in return for, either the referral of an individual for or the purchase, lease, order or recommendation of an item or
service for which payment may be made, in whole or in part, under federal healthcare programs such as the Medicare and Medicaid programs. This
statute has been interpreted broadly to apply to, among other things, arrangements between pharmaceutical manufacturers on the one hand and
prescribers, purchasers and formulary managers on the other hand. The term “remuneration” expressly includes kickbacks, bribes or rebates and
also has been broadly interpreted to include anything of value, including, for example, gifts, discounts, waivers of payment, ownership interest and
providing anything at less than its fair market value. There are a number of statutory exceptions and regulatory safe harbors protecting certain
common activities from prosecution or other regulatory sanctions, however, the exceptions and safe harbors are drawn narrowly, and practices that
do not fit squarely within an exception or safe harbor may be subject to scrutiny. The failure to meet all of the requirements of a particular
applicable statutory exception or regulatory safe harbor does not make the conduct per se illegal under the federal Anti-Kickback Statute. Instead,
the legality of the arrangement will be evaluated on a case-by-case basis based on a cumulative review of all of its facts and circumstances. Our
practices may not meet all of the criteria for safe harbor protection from federal Anti-Kickback Statute liability in all cases. A person or entity does
not need to have actual knowledge of the federal Anti-Kickback Statute or specific intent to violate it to have committed a violation. In addition,
the government may assert that a claim including items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a
false or fraudulent claim for purposes of the False Claims Act. The U.S. Patient Protection and Affordable Care Act of 2010, as amended by the
Health Care and Education Reconciliation Act of 2010, or collectively the ACA, amended the False Claims Act to provide that a claim that
includes items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a false or fraudulent claim under the False
Claims Act;
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● the federal civil and criminal false claims laws and civil monetary penalty laws, including the False Claims Act, which prohibits individuals or
entities from, among other things, knowingly presenting, or causing to be presented, claims for payment to, or approval by, the federal government
that are false, fictitious or fraudulent or knowingly making, using or causing to be made or used, a false record or statement material to a false or
fraudulent claim to avoid, decrease or conceal an obligation to pay money to the federal government. As a result of a modification made by the
Fraud Enforcement and Recovery Act of 2009, a claim includes “any request or demand” for money or property presented to the federal
government, directly or indirectly. Although we do not submit claims directly to payors, manufacturers can be held liable under these laws if they
are deemed to “cause” the submission of false or fraudulent claims by, for example, providing inaccurate billing or coding information to
customers, promoting a product off-label, marketing products of sub-standard quality, or, as noted above, paying a kickback that results in a claim
for items or services. In addition, our activities relating to the reporting of wholesaler or estimated retail prices for our products, the reporting of
prices used to calculate Medicaid rebate information and other information affecting federal, state and third-party reimbursement for our products,
and the sale and marketing of our products, are subject to scrutiny under this law. For example, several pharmaceutical and other healthcare
companies have faced enforcement actions under these laws for allegedly inflating drug prices they report to pricing services, which in turn were
used by the government to set Medicare and Medicaid reimbursement rates, and for allegedly providing free product to customers with the
expectation that the customers would bill federal programs for the product. The False Claims Act also permits a private individual acting as a
“whistleblower” to bring actions on behalf of the federal government alleging violations of the False Claims Act and to share in any monetary
recovery. Penalties under the False Claims Act include treble damages and per claim penalty amounts ranging from $11,665 to $23,331. The ACA
further codified case law that a claim including items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a per se
false or fraudulent claim for purposes of the federal False Claims Act;

 

 

● the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which imposes criminal and civil liability for knowingly and
willfully executing, or attempting to execute, a scheme to defraud or to obtain, by means of false or fraudulent pretenses, representations or
promises, any money or property owned by, or under the control or custody of, any healthcare benefit program, including private third-party payors
and knowingly and willfully falsifying, concealing or covering up by trick, scheme or device, a material fact or making any materially false,
fictitious or fraudulent statement in connection with the delivery of or payment for healthcare benefits, items or services;

 

 

● HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009, or HITECH, and their respective
implementing regulations, including the Final Omnibus Rule published on January 25, 2013, impose, among other things, obligations, impose
requirements relating to the privacy, security and transmission of individually identifiable health information. Following enactment of the HITECH
Act, HIPAA’s privacy and security standards now directly apply to business associates of covered entities that receive or obtain protected health
information in connection with providing a service on behalf of a covered entity. We are not a covered entity under HIPAA but in certain situations,
we may be considered a business associate. HITECH also created four new tiers of civil monetary penalties, gave state attorneys general new
authority to file civil actions for damages or injunctions in federal court to enforce the federal HIPAA laws and seek attorney’s fees and costs
associated with pursuing federal civil actions. The U.S. Department of Health and Human Services Office for Civil Rights, or the OCR, has
increased its focus on compliance and continues to train state attorneys general for enforcement purposes. The OCR has recently increased both its
efforts to audit HIPAA compliance and its level of enforcement;

 

 

● even when HIPAA does not apply, according to the U.S. Federal Trade Commission, or the FTC, failing to take appropriate steps to keep
consumers’ personal information secure constitutes unfair acts or practices in or affecting commerce in violation of Section 5(a) of the Federal
Trade Commission Act, or the FTCA. The FTC expects a company’s data security measures to be reasonable and appropriate in light of the
sensitivity and volume of consumer information it holds, the size and complexity of its business, and the cost of available tools to improve security
and reduce vulnerabilities. Medical data is considered sensitive data that merits stronger safeguards. The FTC’s guidance for appropriately securing
consumers’ personal information is similar to what is required by the HIPAA Security Rule. The FTC’s authority under Section 5 is concurrent
with HIPAA’s jurisdiction and with any action taken under state law;
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● the federal physician payment transparency requirements, sometimes referred to as the “Physician Payments Sunshine Act,” created under the
ACA which requires applicable manufacturers of covered drugs, devices, biologics and medical supplies for which payment is available under
Medicare, Medicaid or the State Children’s Health Insurance Program (with certain exceptions) to annually report to the Centers for Medicare and
Medicaid Services, or CMS, information related to certain payments or other transfers of value made or distributed to physicians (defined to
include doctors, dentists, optometrists, podiatrists and chiropractors) and teaching hospitals, as well as ownership and investment interests held by
physicians and their immediate family members. Federal legislation enacted in 2018 has extended the scope of reporting requirements to apply to
payments and transfers of value to not only physicians, but also physician assistants, nurse practitioners, and other mid-level practitioners (with
reporting requirements going into effect in 2022 for payments made in 2021);

 

 

● analogous state laws and regulations, such as state anti-kickback and false claims laws, may apply to items or services reimbursed by any third-
party payor, including commercial insurers, and in some cases may apply regardless of payor (i.e., even for self-pay scenarios). 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 pricing and marketing information,
including, among other things, information related to payments to physicians and other healthcare providers or marketing expenditures, state and
local laws that require the registration of pharmaceutical sales representatives, and state laws governing the privacy and security of health
information and the use of prescriber-identifiable data in certain circumstances. Many of these state laws differ from each other in significant ways
and may not have the same effect, and may apply more broadly than their federal counterparts, thus complicating compliance efforts (for example,
California recently enacted legislation — the CCPA, which went into effect on January 1, 2020 and among other things, creates new data privacy
obligations for covered companies and provides new privacy rights to California residents, including the right to opt out of certain disclosures of
their information, and creates a private right of action with statutory damages for certain data breaches, thereby potentially increasing risks
associated with a data breach; although the law includes limited exceptions, including for certain information collected as part of clinical trials as
specified in the law, it may regulate or impact our processing of personal information depending on the context, and it remains unclear what, if any,
modifications will be made to this legislation or how it will be interpreted); and

 

 
● price reporting laws that require us to calculate and report complex pricing metrics to government programs, where such reported prices may be

used in the calculation of reimbursements or discounts on our drug products. Participation in such programs and compliance with their
requirements may subject us to increased infrastructure costs and potentially limit our ability to price our drug products.

 
Further, we are subject to a number of environmental and health and safety laws and regulations, including those governing laboratory processes and the
handling, use, storage, treatment and disposal of hazardous materials and waste.
 
Because of the breadth of these laws and the narrowness of the statutory exceptions and regulatory safe harbors available under such laws, it is possible that
certain business activities could be subject to challenge under one or more of such laws. The scope and enforcement of each of these laws is uncertain and
subject to rapid change in the current environment of healthcare reform, especially in light of the lack of applicable precedent and regulations. Federal and
state enforcement bodies have recently increased their scrutiny of interactions between pharmaceutical companies and providers and patients, which has led
to a number of investigations, prosecutions, convictions and settlements in the healthcare industry. Ensuring that business arrangements with third parties
comply with applicable healthcare laws, as well as responding to possible investigations by government authorities, can be time- and resource-consuming
and can divert management’s attention from the business, even if the government ultimately finds that no violation has occurred.
 
If our operations are found to be in violation of any of the laws or regulations described above or any other laws or government regulations that apply to us,
we may be subject to penalties, including, but not limited to, criminal, civil and administrative penalties, damages, fines, disgorgement, individual
imprisonment, possible exclusion from participation in Medicare, Medicaid or other government healthcare programs, injunctions, private qui tam actions
brought by individual whistleblowers in the name of the government and the curtailment or restructuring of our operations as well as additional reporting
obligations and oversight if we become subject to a corporate integrity agreement or other agreement to resolve allegations of non-compliance with these
laws, any of which could adversely affect our ability to operate our business and our results of operations.
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Our failure to comply with data protection laws and regulations could lead to government enforcement actions and significant penalties against us, and
adversely impact our operating results.
 
European Union member states and other foreign jurisdictions, including Switzerland, have adopted data protection laws and regulations which impose
significant compliance obligations. Moreover, the collection and use of personal health data in the European Union, which was formerly governed by the
provisions of the European Union Data Protection Directive, was replaced with the European Union General Data Protection Regulation, or the GDPR, in
May 2018. The GDPR, which is wide-ranging in scope, imposes several requirements relating to the consent of the individuals to whom the personal data
relates, the information provided to the individuals, the security and confidentiality of the personal data, data breach notification and the use of third-party
processors in connection with the processing of personal data. The GDPR also imposes strict rules on the transfer of personal data out of the European
Union to the United States, provides an enforcement authority and imposes large penalties for noncompliance, including the potential for fines of up to €20
million or 4% of the annual global revenues of the noncompliant company, whichever is greater. The recent implementation of the GDPR has increased our
responsibility and liability in relation to personal data that we process, including in clinical trials, and we may in the future be required to put in place
additional mechanisms to ensure compliance with the GDPR, which could divert management’s attention and increase our cost of doing business. In
addition, new regulation or legislative actions regarding data privacy and security (together with applicable industry standards) may increase our costs of
doing business. In this regard, we expect that there will continue to be new proposed laws, regulations and industry standards relating to privacy and data
protection in the United States, the European Union and other jurisdictions, and we cannot determine the impact such future laws, regulations and standards
may have on our business.
 
Legislative or regulatory reform of the healthcare system in our target markets may affect our operations and profitability.
 
In recent years, there have been numerous initiatives on the federal and state levels in the United States for comprehensive reforms affecting the payment
for, the availability of and reimbursement for healthcare services. There have been a number of federal and state proposals during the last few years
regarding the pricing of pharmaceutical and biopharmaceutical products, limiting coverage and reimbursement for drugs and other medical products,
government control and other changes to the healthcare system in the United States. Current and future U.S. legislative healthcare reforms may result in
price controls and other restrictions for any approved products, if covered, and could seriously harm our business. Given that drug pricing controls is a key
legislative and administration priority, it is likely that additional pricing controls will be enacted and could harm our business, financial condition and results
of operations.
 
The ACA, which was signed into law in the United States in March 2010, contained several provisions affecting the pharmaceutical industry:
 

 
● the Medicaid Drug Rebate Program requires pharmaceutical manufacturers to enter into and have in effect a national rebate agreement with the

Secretary of the Department of HHS, as a condition of Medicare Part B and Medicaid coverage of the manufacturer’s outpatient drugs furnished to
Medicaid patients;

 

 ● the expansion of eligibility criteria for Medicaid programs which potentially increases both the volume of sales and manufacturers’ Medicaid
rebate liability;

 

 
● in order for a pharmaceutical product to receive federal reimbursement under the Medicare Part B and Medicaid programs or to be sold directly to

U.S. government agencies, the manufacturer must extend discounts to entities eligible to participate in the 340B Drug Pricing Program. The
required 340B discount on a given product is calculated based on the AMP and Medicaid rebate amounts reported by the manufacturer;
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 ● the ACA imposed a requirement on manufacturers of branded drugs to provide a 70% discount off the negotiated price of branded drugs dispensed
to Medicare Part D patients in the coverage gap (i.e., the donut hole);

 

 
● the ACA imposed an annual, nondeductible fee on any entity that manufactures or imports certain branded prescription drugs, apportioned among

these entities according to their market share in certain government healthcare programs, although this fee would not apply to sales of certain
products approved exclusively for orphan indications;

 
 ● the ACA implemented the Physician Payments Sunshine Act;
 
 ● the ACA requires annual reporting of drug samples that manufacturers and distributors provide to physicians;
 

 ● the ACA expanded healthcare fraud and abuse laws in the United States, including the False Claims Act and the federal Anti-Kickback Statute,
new government investigative powers and enhanced penalties for non-compliance;

 
 ● the ACA established a licensing framework for follow-on biologics; and
 

 ● the ACA established the new Patient-Centered Outcomes Research Institute to oversee, identify priorities in and conduct comparative clinical
effectiveness research, along with the funding for such research.

 
The Trump Administration and the Congressional Republicans have proposed several efforts to repeal and replace the ACA. President Trump has also
signed Executive Orders and other directives designed to delay the implementation of certain provisions of the ACA or otherwise circumvent some of the
requirements for health insurance mandated by the ACA. Additionally, on December 15, 2019, a federal district court in Texas struck down the ACA in its
entirety, finding that the TCJA renders the individual mandate unconstitutional. The judge further concluded in Texas v. Azar that since the individual
mandate is “essential” to the ACA, it could not be severed from the rest of the ACA and therefore, the entire ACA was unconstitutional. Despite its
decision, however, the court did not issue an injunction and therefore, immediate compliance is not required. In addition, the Trump Administration
announced that it will continue to administer the law until a formal decision is made by the U.S. Supreme Court. The Supreme Court has not yet announced
when or whether it will hear a challenge in Texas v. United States, though it is highly anticipated that it will do so next term (beginning October 2020).
Apart from Texas v. United States, ACA litigation continues across the country in district and appellate courts, and before the Supreme Court. The Supreme
Court will issue at least two ACA-related decisions before the end of its current term: one on the risk corridors program (Maine Community Health Options
v. United States) and the other on religious or moral exemptions to the contraceptive mandate (Trump v. Pennsylvania and Little Sisters of the Poor v.
Pennsylvania). Both decisions are expected before July 2020. It is unclear how the eventual decisions from the Supreme Court and the various other courts
across the country to repeal and replace the ACA will impact the ACA and our business. It is also unclear how regulations and sub-regulatory policy, which
fluctuate continually, may affect interpretation and implementation of the ACA and its practical effects on our business, particularly entering an election
year.
 
Further, there has been increasing legislative and enforcement interest in the United States with respect to drug pricing practices. Specifically, there have
been several recent U.S. Congressional inquiries and proposed and enacted federal and state legislation designed to, among other things, bring more
transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the relationship between pricing and manufacturer patient
programs and reform government program reimbursement methodologies for drugs. Recent federal budget proposals have included measures to permit
Medicare Part D plans to negotiate the price of certain drugs under Medicare Part B, to allow some states to negotiate drug prices under Medicaid, and to
eliminate cost sharing for generic drugs for low-income patients. The U.S. Congress and the Trump Administration have indicated that they will continue to
seek new legislative and administrative measures to control drug costs, including by addressing the role of PBMs in the supply chain. Drug pricing is and
will remain a key bipartisan issue in the coming year. If drug pricing reform is not meaningfully addressed before the 2020 election, policies to be pursued
in the future may be more aggressive, regardless of which party controls the White House. At the state level, legislatures have increasingly passed
legislation and implemented regulations designed to control pharmaceutical and biological product pricing, including price or patient reimbursement
constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency measures, and, in some cases, designed to
encourage importation from other countries and bulk purchasing. The boom in state laws targeting drug pricing is unprecedented and the requirements are
not uniform from state to state, creating additional compliance and commercialization challenges for manufacturers.
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We are unable to predict the future course of federal or state healthcare legislation in the United States directed at broadening the availability of healthcare
and containing or lowering the cost of healthcare, including drugs and biologics. The fate of the ACA and any further changes in the law or regulatory
framework that reduce our revenue or increase our costs could also have a material and adverse effect on our business, financial condition and results of
operations.
 
Healthcare laws and regulations may affect the pricing of our drug products and may affect our profitability.
 
In certain countries, the government may provide healthcare at a subsidized cost to consumers and regulate prices, patient eligibility or third-party payor
reimbursement policies to control the cost of drug products. Such a system may lead to inconsistent pricing of our drug products from one country to
another. The availability of our drug products at lower prices in certain countries may undermine our sales in other countries where our drug products are
more expensive. In addition, certain countries may set prices by reference to the prices of our drug products in other countries. Our inability to secure
adequate prices in a particular country may adversely affect our ability to obtain an acceptable price for our drug products in existing and potential markets.
If we are unable to obtain a price for our drug products that provides an appropriate return on our investment, our profitability may be materially and
adversely affected.
 
Risks Related to our Employees
 
We depend on skilled labor, and our business and prospects may be adversely affected if we lose the services of our skilled personnel, including those in
senior management, or are unable to attract new skilled personnel.
 
Our ability to continue our operations and manage our potential future growth depends on our ability to hire and retain suitably skilled and qualified
employees, including those in senior management, in the long-term. Due to the specialized nature of our work, there is a limited supply of suitable
candidates. We compete with other biotechnology and pharmaceutical companies, educational and research institutions and government entities, among
others, for research, technical and clinical personnel. In addition, in order to manage our potential future growth effectively, we will need to improve our
financial controls and systems and, as necessary, recruit sales, marketing, managerial and finance personnel. If we are unable to attract and retain skilled
personnel, including in particular Neal Fowler, our Chief Executive Officer, our business and prospects may be materially and adversely affected.
 
Our employees and our independent contractors, principal investigators, CROs, CMOs, consultants or commercial collaborators, as well as their
respective subcontractors, if any, may engage in misconduct or fail to comply with certain regulatory standards and requirements, which could expose
us to liability and adversely affect our reputation.
 
Our employees and our independent contractors, principal investigators, CROs, CMOs, consultants or commercial collaborators, as well as their respective
subcontractors, if any, may engage in fraudulent conduct or other illegal activity, which may include intentional, reckless or negligent conduct that violates,
among others, (a) FDA laws and regulations, or those of comparable regulatory authorities in other countries, including those laws that require the reporting
of true, complete and accurate information to the FDA, (b) manufacturing standards, (c) healthcare fraud and abuse laws or (d) laws that require the true,
complete and accurate reporting of financial information or data. For example, such persons may improperly use or misrepresent information obtained in the
course of our clinical trials, create fraudulent data in our preclinical studies or clinical trials or misappropriate our drug products, which could result in
regulatory sanctions being imposed on us and cause serious harm to our reputation. It is not always possible for us to identify or deter misconduct by our
employees and third parties, and any precautions we may take to detect or prevent such misconduct may not be effective. Any misconduct or failure by our
employees and our independent contractors, principal investigators, CROs, CMOs, consultants or commercial collaborators, as well as their respective
subcontractors, if any, to comply with the applicable laws or regulations may subject us to enforcement action or otherwise expose us to liability or
compliance costs, which, depending on the nature of the violation, may include but not necessarily be limited to, criminal, civil and administrative penalties,
damages, fines, disgorgement, individual imprisonment, possible exclusion from participation in Medicare, Medicaid or other government healthcare
programs, injunctions, private qui tam actions brought by individual whistleblowers in the name of the government and the curtailment or restructuring of
our operations as well as additional reporting obligations and oversight if we become subject to a corporate integrity agreement or other agreement to
resolve allegations of non-compliance with these laws. If any action is instituted against us as a result of the alleged misconduct of our employees or other
third parties, regardless of the final outcome, our reputation may be adversely affected and our business may suffer as a result. If we are unsuccessful in
defending against any such action, we may also be liable to significant fines or other sanctions, which could have a material and adverse effect on us.
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Risks Related to our Common Stock
 
An active trading market for our common stock may not be sustainable. If an active trading market is not sustained, our ability to raise capital in the
future may be impaired.
 
We completed our initial public offering in July 2018. Prior to this time, there was no public market for our common stock. Although our common stock is
listed on the Nasdaq Capital Market, an active trading market for our shares may not be sustained. If an active market for our common stock is not
sustained, it may be difficult for you to sell shares of our common stock without depressing the market price for the shares or at all. An inactive trading
market may also impair our ability to raise capital to continue to fund operations by selling shares and may impair our ability to acquire other companies or
technologies by using our shares as consideration.
 
Future sales of our common stock or securities convertible into our common stock in the public market could cause our stock price to fall.
 
Our stock price could decline as a result of sales of a large number of shares of our common stock or the perception that these sales could occur. These sales,
or the possibility that these sales may occur, also might make it more difficult for us to sell equity securities in the future at a time and at a price that we
deem appropriate.
 
As of March 1, 2020, 28,365,093 shares of our common stock were outstanding, of which 23,041,325 shares of common stock, or 81.2% of our outstanding
shares as of March 1, 2020, are freely tradable without restriction or further registration under the Securities Act of 1933, as amended, or the Securities Act,
unless held by our “affiliates,” as that term is defined in Rule 144 under the Securities Act, or Rule 144. The resale of the remaining 5,323,768 shares held
by our stockholders is currently prohibited or otherwise restricted as a result of securities law provisions. Shares issued upon the exercise of stock options
outstanding under our equity incentive plans or pursuant to future awards granted under those plans will become available for sale in the public market to
the extent permitted by the provisions of applicable vesting schedules, any applicable market standoff and lock-up agreements, and Rule 144 and Rule 701
under the Securities Act.
 
As of March 1, 2020, the holders of approximately 5.1 million shares, or 18.0%, of our outstanding shares as of March 1, 2020, have rights, subject to some
conditions, to require us to file registration statements covering the sale of their shares or to include their shares in registration statements that we may file
for ourselves or other stockholders. We have also registered the offer and sale of all shares of common stock that we may issue under our equity
compensation plans, including the employee stock purchase plan. Once we register the offer and sale of shares for the holders of registration rights, they can
be freely sold in the public market upon issuance or resale (as applicable), subject to lock-up agreements, if any.
 
We are party to an Open Market Sale Agreement℠ with Jefferies LLC, as sales agent and/or principal, pursuant to which we may offer shares of our
common stock from time to time through “at-the-market” offerings. We are not obligated to make or continue to make any sale of shares of our common
stock under the “at-the-market” offerings. Although any sale of securities pursuant to the “at-the-market” offerings will result in a concomitant increase in
cash for each share sold, it may result in stockholder dilution and may cause our share price to fall. 
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We expect that the market price of our common stock may be volatile, and you may lose all or part of your investment.
 
The trading prices of the securities of pharmaceutical and biotechnology companies have been highly volatile. As such, the trading price of our common
stock may be highly volatile and could be subject to wide fluctuations in response to various factors, some of which are beyond our control. The market
price for our common stock may be influenced by many factors, including:
 
 ● results of clinical trials of LIQ861, LIQ865 or any product candidate we may develop, or those of our competitors;
 ● our cash resources;
 ● the success of competitive products or technologies;

 ● potential approvals of any product candidate we may develop for marketing by the FDA or equivalent foreign regulatory authorities or any failure
to obtain such approvals;

 ● our involvement in significant lawsuits, including stockholder or patent litigation, including inter partes review proceedings;
 ● regulatory or legal developments in the United States and other countries;
 ● the results of our efforts to commercialize any product candidate we may develop;
 ● developments or disputes concerning patents or other proprietary rights;
 ● the recruitment or departure of key personnel;
 ● the level of expenses related to any of our product candidates or clinical development programs;
 ● the results of our efforts to discover, develop, acquire or in-license additional product candidates or products;
 ● actual or anticipated changes in estimates as to financial results, development timelines or recommendations by securities analysts;
 ● variations in our financial results or those of companies that are perceived to be similar to us;
 ● changes in the structure of healthcare payment systems;

 ● market conditions in the pharmaceutical and biotechnology sectors and issuance of new or changed securities analysts’ reports or
recommendations;

 ● general economic, industry and market conditions; and
 ● the other factors described in this “Risk Factors” section.
 
The stock market in general, and market prices for the securities of pharmaceutical companies like ours in particular, have from time to time experienced
volatility that often has been unrelated to the operating performance of the underlying companies. These broad market and industry fluctuations may
adversely affect the market price of our common stock, regardless of our operating performance. Stock prices of many pharmaceutical companies have
fluctuated in a manner unrelated or disproportionate to the operating performance of those companies. In several recent situations when the market price of
a stock has been volatile, holders of that stock have instituted securities class action litigation against the company that issued the stock. If any of our
stockholders were to bring a lawsuit against us, the defense and disposition of the lawsuit could be costly and divert the time and attention of our
management and harm our operating results.
 
Future sales and issuances of equity securities, convertible securities or other securities could result in additional dilution of the percentage ownership
of holders of our common stock.
 
Our stockholders may experience dilution upon future equity issuances, including any other convertible debt or equity securities we may issue in the future,
the exercise of stock options to purchase common stock granted to our employees, consultants and directors, including options to purchase common stock
granted under our stock option and equity incentive plans, the issuance of common stock in settlement of previously issued awards under our stock option
and equity incentive plans that may vest in the future or the issuance of common stock pursuant to our employee stock purchase plan.
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We expect that significant additional capital will be needed in the future to continue our planned operations. To raise capital, we may sell equity securities,
convertible securities or other securities in one or more transactions at prices and in a manner we determine from time to time. If we sell equity securities,
convertible securities or other securities, current investors may be materially diluted by such subsequent sales. We may also need our stockholders to
authorize the issuance of additional shares of common stock under our amended and restated certificate of incorporation if we do not have sufficient
authorized shares to raise such additional capital or issue future awards under our incentive plan. New investors could also gain rights, preferences and
privileges senior to those of holders of our existing equity securities.
 
Our principal stockholders and management own a significant percentage of our stock and will be able to exercise significant influence over matters
subject to stockholder approval.
 
Our executive officers, directors and principal stockholders, together with their respective affiliates, beneficially owned 39.5% of our capital stock as of
March 1, 2020, of which 3.2% are beneficially owned by our executive officers and directors. Accordingly, our executive officers, directors and principal
stockholders have significant influence in determining the composition of the Board, and voting on all matters requiring stockholder approval, including
mergers and other business combinations, and continue to have significant influence over our operations. This concentration of ownership could have the
effect of delaying or preventing a change in our control or otherwise discouraging a potential acquirer from attempting to obtain control of us that you may
believe are in your best interests as one of our stockholders. This in turn could have a material adverse effect on our stock price and may prevent attempts by
our stockholders to replace or remove the Board or management.
 
If securities or industry analysts do not publish research reports about our business, or if they issue an adverse opinion about our business, our stock
price and trading volume could decline.
 
The trading market for our common stock may be influenced by the research and reports that industry or securities analysts publish about us or our business.
If one or more of these analysts ceases research coverage of us, fails to regularly publish reports on us or issues an adverse opinion about our business, we
could lose visibility in the financial markets, which in turn could cause our stock price or trading volume to decline.
 
As a public company, we are obligated to develop and maintain proper and effective internal control over financial reporting and any failure to do so
may adversely affect investor confidence in us and, as a result, the trading price of our shares. The results of our 2019 assessment of the effectiveness of
internal control over financial reporting, or ICFR, indicate that we have multiple material weaknesses.
 
Effective internal controls over financial reporting are necessary for us to provide reliable financial reports and, together with adequate disclosure controls
and procedures, are designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties encountered in their
implementation could cause us to fail to meet our reporting obligations. Inferior internal controls could also cause investors to lose confidence in our
reported financial information, which could have a negative effect on the trading price of our common stock. In addition, any future testing by us conducted
in connection with Section 404 of the Sarbanes-Oxley Act of 2002, as amended, or the Sarbanes-Oxley Act, or the subsequent testing by our independent
registered public accounting firm, may reveal deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses or that
may require prospective or retroactive changes to our financial statements or identify other areas for further attention or improvement.
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As required by the Sarbanes Oxley Act of 2002 and commencing with the fiscal year ended December 31, 2019, we are required to furnish a report by
management on, among other things, the effectiveness of our ICFR for the fiscal year ended December 31, 2019. In connection with the assessment of the
effectiveness of our ICFR, our management identified the following material weaknesses that existed as of December 31, 2019:
 
During 2019, we experienced significant turnover in finance personnel that reduced the complement and skill of the resources within the Company.  As a
result, we did not maintain an effective control environment as we lacked a sufficient complement of resources with an appropriate level of knowledge,
experience and training to design, maintain and monitor our ICFR commensurate with our financial reporting requirements. As a result, this material
weakness contributed to the following material weaknesses: 
 
 ● We did not design and maintain controls to ensure adequate segregation of duties within our financial reporting function, including the

preparation and review of journal entries.  Specifically, some key accounting personnel had the ability to both prepare and post journal entries
without an independent review by someone without the ability to prepare and post journal entries.

 ● We did not design and maintain effective controls over certain information technology general controls for information systems that are
relevant to the preparation of our financial statements.  Specifically, we did not design and maintain effective user access controls to ensure
appropriate segregation of duties and that adequately restrict user and privileged access to financial applications and data to appropriate
Company personnel.

 
These material weaknesses did not result in a material misstatement of the annual or interim financial statements.  Additionally, these material weaknesses
could result in a misstatement of the relevant account balances or disclosures that would result in a material misstatement to the annual or interim
consolidated financial statements that would not be prevented or detected.
 
Additionally, we could be subject to regulatory scrutiny, a loss of public and investor confidence, and to litigation from investors and stockholders, all of
which could have a material adverse effect on our business and the trading price of our shares. Subsequent to our December 31, 2019 year end, we began
taking a number of actions, including designing and implementing new controls and revising existing controls, in order to remediate the material
weaknesses described above. See Item 9A. Controls and Procedures in this annual report. Failure to remedy any material weakness in our internal control
over financial reporting, or to implement or maintain other effective control systems required of public companies, could result in charges by the SEC with
violating the books and records and internal control provisions of the federal securities laws which may result in penalties and fines to our company,
directors and officers, and also could restrict our future access to the capital markets.
 
For as long as we are an “emerging growth company” under the Jumpstart Our Business Startups Act of 2012, as amended, or the JOBS Act, our
independent registered public accounting firm will not be required to attest to the effectiveness of our internal controls over financial reporting pursuant to
Section 404. We could be an emerging growth company for up to an additional four years. An independent assessment of the effectiveness of our internal
controls could detect additional problems that our management’s assessment might not. Undetected material weaknesses in our internal controls could lead
to financial statement restatements and require us to incur additional remediation expenses.
 
We are an “emerging growth company,” as defined in the JOBS Act, 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 JOBS Act, and we take advantage of certain exemptions from various reporting requirements that
are applicable to other public companies that are not “emerging growth companies” including, but not limited to, not being required to comply with the
auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act, reduced disclosure obligations regarding executive compensation in our periodic
reports and proxy statements, and exemptions from the requirements of holding a nonbinding advisory vote on executive compensation and stockholder
approval of any golden parachute payments not previously approved. We cannot predict if investors will find our common stock less attractive because we
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 will 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 last day of the fiscal year in which we have total annual gross
revenues of $1.07 billion or more, (ii) the last day of 2023, (iii) the date on which we have issued more than $1.0 billion in nonconvertible debt during the
previous three years or (iv) the date on which we are deemed to be a large accelerated filer under the rules of the SEC.
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We will continue to incur increased costs as a result of operating as a public company, and our management will be required to devote substantial time
to new compliance initiatives and corporate governance practices.
 
As a public company, we are incurring significant legal, accounting and other expenses that we did not incur as a private company, including costs
associated with public company reporting requirements. We have also incurred costs associated with recently adopted corporate governance requirements,
including requirements of the U.S. Securities and Exchange Commission and the Nasdaq Stock Market LLC, or Nasdaq. These rules and regulations have
increased our legal and financial compliance costs and made some activities more time-consuming and costly. These rules and regulations also make it more
difficult and more expensive for us to obtain director and officer liability insurance and we may be required to accept reduced policy limits and coverage or
incur substantially higher costs to obtain the same or similar coverage that we received as a private company. As a result, it may be more difficult for us to
attract and retain qualified individuals to serve on our Board or as executive officers. We are currently evaluating and monitoring developments with respect
to these rules, and we cannot predict or estimate the amount of additional costs we may incur or the timing of such costs.
 
When we cease to be an “emerging growth company” and when our independent registered public accounting firm is required to undertake an assessment of
our internal control over financial reporting, the cost of our compliance with Section 404 of the Sarbanes-Oxley Act will correspondingly increase.
Moreover, if we are not able to comply with the requirements of Section 404 applicable to us in a timely manner, or if we or our independent registered
public accounting firm identifies deficiencies in our internal control over financial reporting that are deemed to be material weaknesses, the market price of
our stock could decline and we could be subject to sanctions or investigations by the SEC or other regulatory authorities, which would require additional
financial and management resources.
 
Anti-takeover provisions in our charter documents and under Delaware law could make an acquisition of us difficult, limit attempts by our stockholders
to replace or remove our current management and adversely affect our stock price.
 
Provisions of our amended and restated certificate of incorporation and amended and restated bylaws may delay or discourage transactions involving an
actual or potential change in our control or change in our management, including transactions in which stockholders might otherwise receive a premium for
their shares, or transactions that our stockholders might otherwise deem to be in their best interests. Therefore, these provisions could adversely affect the
price of our stock. Among other things, the certificate of incorporation and bylaws:
 
● permit the Board to issue up to 10 million shares of preferred stock, with any rights, preferences and privileges as they may designate;
● provide that the authorized number of directors may be changed only by resolution of our Board;
● provide that all vacancies, including newly created directorships, may, except as otherwise required by law, be filled by the affirmative vote of a

majority of directors then in office, even if less than a quorum;
● require that any action to be taken by our stockholders must be effected at a duly called annual or special meeting of stockholders and may not be taken

by written consent;
● create a staggered board of directors such that all members of our Board are not elected at one time;
● allow for the issuance of authorized but unissued shares of our capital stock without any further vote or action by our stockholders; and
● establish advance notice requirements for nominations for election to the Board or for proposing matters that can be acted upon at stockholders’

meetings.
 
In addition, because we are incorporated in Delaware, we are governed by the provisions of Section 203 of the Delaware General Corporation Law, or the
DGCL, which generally prohibits a Delaware corporation from engaging in any of a broad range of business combinations with any stockholder owning in
excess of 15% of our outstanding stock for a period of three years following the date on which the stockholder obtained such 15% equity interest in us.
 
The terms of our authorized preferred stock selected by our Board at any point could decrease the amount of earnings and assets available for distribution to
holders of our common stock or adversely affect the rights and powers, including voting rights, of holders of our common stock without any further vote or
action by the stockholders. As a result, the rights of holders of our common stock will be subject to, and may be adversely affected by, the rights of the
holders of any preferred stock that may be issued by us in the future, which could have the effect of decreasing the market price of our common stock.
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Any provision of our certificate of incorporation or bylaws or Delaware corporate law that has the effect of delaying or deterring a change in control could
limit opportunities for our stockholders to receive a premium for their shares of common stock, and could also affect the price that investors are willing to
pay for our common stock.
 
Our amended and restated certificate of incorporation designates the Court of Chancery of the State of Delaware as the sole and exclusive forum for
certain types of actions and proceedings that may be initiated by our stockholders, which could limit our stockholders’ ability to obtain a favorable
judicial forum for disputes with us or our directors, officers or other employees.
 
Our amended and restated certificate of incorporation provides that, to the fullest extent permitted by law, the Court of Chancery of the State of Delaware
will be the sole and exclusive forum for: (i) any derivative action or proceeding brought on our behalf; (ii) any action asserting a claim of breach of a
fiduciary duty owed by any of our directors or officers to us or our stockholders; (iii) any action asserting a claim against us arising pursuant to any
provision of the DGCL, our amended and restated certificate of incorporation or our amended and restated bylaws; or (d) any action asserting a claim
against us governed by the internal affairs doctrine. Any person or entity purchasing or otherwise acquiring any interest in shares of our capital stock is
deemed to have received notice of and consented to the foregoing provisions. This choice of forum provision may limit a stockholder’s ability to bring a
claim in a judicial forum that it finds more favorable for disputes with us or our directors or officers, which may discourage such lawsuits against us and our
directors or officers. Alternatively, if a court were to find this choice of forum provision inapplicable to, or unenforceable in respect of, one or more of the
specified types of actions or proceedings, we may incur additional costs associated with resolving such matters in other jurisdictions, which could adversely
affect our business, financial condition, prospects or results of operations.
 
Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital appreciation, if any, will be your sole
source of gain.
 
We have never declared or paid cash dividends on our equity securities. We currently intend to retain all of our future earnings, if any, to finance the growth
and development of our business. In addition, the terms of our existing A&R LSA with PWB preclude us, and the terms of any future debt agreement may
preclude us, from paying dividends. As a result, capital appreciation, if any, of our equity securities will likely be your sole source of gain for the
foreseeable future.
 
Item 1B. Unresolved Staff Comments.
 
None.
 
Item 2. Properties.
 
Our corporate headquarters are located in Morrisville, North Carolina, and consist of approximately 45,000 square feet of space under a lease that expires on
October 31, 2026 and includes an option for us to renew for an additional five years through October 31, 2031, as amended. The primary use of this location
is general office, laboratory, research and development and light manufacturing. We believe that our facilities are adequate for our current needs and for the
foreseeable future; however, we will continue to seek additional space as needed to accommodate our growth.
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Item 3. Legal Proceedings.
 
We are not currently but may become subject to certain legal proceedings and claims arising in connection with the normal course of our business. In the
opinion of management, there are currently no claims that would have a material adverse effect on our consolidated financial position, results of operations
or cash flows.
 
Item 4. Mine Safety Disclosures.
 
Not applicable.
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PART II
 
Item 5. Market for Registrant’s Common Equity, Related Stockholder Matters and Issuer Purchases of Equity Securities.
 
Market Information
 
Our common stock has been listed on the Nasdaq Capital Market under the symbol “LQDA” since July 26, 2018. Prior to that date, there was no established
public trading market for our common stock. As of March 9, 2020, the closing price of our common stock was $3.70 per share.
 
Holders
 
As of March 9, 2020, there were 89 record holders of our common stock, based upon information received from our transfer agent. However, this number
does not include beneficial owners whose shares were held of record by nominees or broker dealers. We estimate that there are more than 1,000 beneficial
owners of our common stock.
 
Dividend Policy
 
We have never paid any cash dividends on our capital stock. We anticipate that we will retain earnings, if any, to support operations and to finance the
growth and development of our business. In addition, the terms of our A&R LSA with PWB precludes us from paying cash dividends without the prior
written consent of PWB. Therefore, we do not expect to pay cash dividends for the foreseeable future.
 
Securities Authorized for Issuance Under Equity Compensation Plans
 
The following table sets forth certain information regarding our equity compensation plans as of December 31, 2019:
 
        

Plan Category  

Number of securities
to be issued upon

exercise of
outstanding options,
warrants and rights  

Weighted-average
exercise price of

outstanding
options, warrants

and rights(1)  

Number of securities
remaining available

for
future issuance under
equity compensation

plans
        
Equity compensation plans approved by security holders  2,060,469(2) $ 9.33 1,287,561(3)

         
Equity compensation plans not approved by security holders  — $ — —
         
Total  2,060,469(2) $ 9.33 1,287,561
 

 
(1)        Represents the weighted-average exercise price of outstanding stock options only.
 
(2)        Includes 7,493 restricted stock units.
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(3)        On January 1, 2020, an additional 1,129,250 shares of common stock were automatically added to the shares authorized for issuance under the
Liquidia Technologies, Inc. 2018 Long-Term Incentive Plan, or the 2018 Plan, pursuant to an “evergreen” provision contained therein. Pursuant to such
provision, on January 1 of each year through 2028, the number of shares authorized for issuance under the 2018 Plan is automatically increased by a number
equal to four percent of the outstanding shares of common stock as of the end of our immediately preceding fiscal year, or any lesser number of shares of
common stock determined by our Board or Compensation Committee of our Board.
 
Stock Performance Graph
 
Not applicable.
 
Sale of Unregistered Securities
 
Previously disclosed on a Current Report on Form 8-K filed with the SEC on December 26, 2019.
 
Purchases of Equity Securities by the Issuer and Affiliated Purchasers
 
We did not repurchase any of our securities during the three months ended December 31, 2019.
 
Item 6. Selected Financial Data.
 
Not applicable.
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Item 7. Management’s Discussion and Analysis of Financial Condition and Results of Operations.
 
You should read the following discussion and analysis of our financial condition and results of operations together with our financial statements and related
notes appearing in this Annual Report on Form 10-K. This discussion and other parts of this Annual Report on Form 10-K contain forward-looking
statements that involve risks and uncertainties, such as statements of our plans, objectives, expectations and intentions. As a result of many factors,
including those factors set forth in the “Risk Factors” section of this Annual Report on Form 10-K, our actual results could differ materially from the
results described in, or implied by, the forward-looking statements contained in the following discussion and analysis.
 
Overview
 
We are a late-stage clinical biopharmaceutical company focused on the development and commercialization of novel products utilizing our proprietary
PRINT® technology to transform the lives of patients. PRINT is a particle engineering platform that enables precise production of uniform drug particles
designed to improve the safety, efficacy and performance of a wide range of therapies. We are currently focused on the development of two product
candidates for which we hold worldwide commercial rights: LIQ861 for the treatment of pulmonary arterial hypertension, or PAH, and LIQ865 for the
treatment of local post-operative pain. LIQ861, for which we recently filed a New Drug Application, or NDA, with the FDA, is an inhaled dry powder
formulation of treprostinil designed to improve the therapeutic profile of treprostinil by enhancing deep-lung delivery and achieving higher dose levels than
current inhaled therapies. We have applied our PRINT technology to enable us to deliver LIQ861 through a convenient, palm-sized dry powder inhaler, or
DPI. We have also applied our PRINT technology to our second product candidate, LIQ865, for which we have completed two Phase 1 clinical trials and
have initiated Phase 2-enabling toxicology studies. LIQ865 is designed to deliver sustained-release particles of bupivacaine, a non-opioid anesthetic, to treat
local post-operative pain for three to five days through a single administration. Additionally, we recently initiated a pre-clinical program to develop an
inhaled product leveraging the benefits of our PRINT technology to engineer particles with precise, uniform, aerodynamic size and shape for deep lung
delivery.
 
Our primary objective has been to pursue marketing approval of LIQ861 and commercialize such product if approved by FDA. We will need to raise
substantial additional capital to continue our business operations, remain in compliance with the minimum cash requirement on our debt during and beyond
the third quarter of 2020, and to commercialize LIQ861, if approved. Such capital may not be available to us on a timely basis, on terms that are favorable
to us, or at all. Alternatively, in light of our current limited cash resources, the recent trading price of our common stock, outstanding debt and associated
minimum cash covenant, and based on a review of the status of our programs, resources and capabilities, we continue to explore a wide range of strategic
alternatives with the support of our financial advisor, Jefferies LLC, or Jefferies, that could maximize stockholder value. Our efforts have been and continue
to be focused primarily upon the potential formation of a partnership or a licensing transaction with respect to our lead program, LIQ861, for the treatment
of PAH. Strategic alternatives may also include the sale of some of our assets or proprietary technologies, or a potential merger or sale of the Company.
There can be no assurance that we will be able to enter into such a transaction or transactions on a timely basis, on terms that are favorable to us, or at all.
 
Product Pipeline
 
We are currently focused on the development of two product candidates for which we hold worldwide commercial rights: LIQ861 for the treatment of PAH
and LIQ865 for the treatment of local post-operative pain.
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The following table summarizes our clinical-stage product candidates being developed using PRINT technology:
 

 
LIQ861          
 
In January 2020, we submitted an NDA to the FDA for LIQ861, our lead product candidate, as a potential treatment for patients with PAH. Treprostinil is a
synthetic analog of prostacyclin, a vasoactive mediator essential to normal lung function, which is deficient in patients with PAH. We believe that LIQ861
has the potential to improve the therapeutic profile of existing formulations of treprostinil by enhancing deep-lung delivery and achieving higher dose levels
than current inhaled therapies. We are developing LIQ861 under the 505(b)(2) regulatory pathway with Tyvaso as the reference listed drug, which allows us
to rely in part on the FDA’s previous findings of efficacy and safety of Tyvaso and the active ingredient treprostinil, which has been approved in four
different products administered through the oral, inhaled and continuous infusion (parenteral) routes.
 
In August 2019, we completed an open-label Phase 3 clinical trial, INSPIRE, or Investigation of the Safety and Pharmacology of Dry Powder Inhalation of
Treprostinil, for LIQ861. The primary objective of the INSPIRE study was to evaluate the long-term safety and tolerability of LIQ861. The study was
designed to evaluate patients who have either been under stable treatment with Tyvaso (nebulizer-delivered treprostinil), for at least three months and were
transitioned to LIQ861 under the protocol, or Transition patients, or patients who had been under stable treatment with no more than two non-prostacyclin
oral PAH therapies for at least three months and then had their treatment regimen supplemented with LIQ861 under the protocol, or Add-On patients.
Within the INSPIRE study, 18 Transition patients were evaluated in a one-directional crossover sub-study comparing bioavailability and pharmacokinetics,
or PK, of treprostinil following dosing of LIQ861 as compared with Tyvaso.
 
In March 2019, we reported that we had completed enrollment and met the primary endpoint, which was long-term safety and tolerability, in our INSPIRE
trial. LIQ861 was observed to be well-tolerated in 109 patients, with 101 patients (93%) completing at least two months of treatment. During the two-month
period, LIQ861 was evaluated at doses up to 159 mcg with no study-drug related serious adverse events. Dosing has exceeded 159 mcg in some patients
receiving drug beyond the Month 2 time point. We have not yet determined a maximum tolerated dose of LIQ861. We also reported fully enrolling our one-
directional crossover sub-study comparing bioavailability and PK of treprostinil as sub-study patients transitioned from Tyvaso to LIQ861.
 
In April 2019, we reported further data from these 109 patients in our INSPIRE trial on exploratory endpoints at two months of treatment that demonstrated
generally favorable results with respect to six-minute walk distance and quality of life as indicated by the Minnesota Living with Heart Failure
Questionnaire, or MLHFQ. In May 2019, we reported further presentation of this data at the American Thoracic Society, or ATS, International Conference
2019.
 
In June 2019, we reported results from the INSPIRE study indicating that the 79.5 mcg dose of LIQ861 correlates with nine breaths of Tyvaso, the
maximum recommended label dose of Tyvaso. Analysis of the data from the PK sub-study in patients showed variability in systemic plasma levels of both
LIQ861 and Tyvaso, which is believed to be attributed to variation in severity of disease and has been seen in prior studies of treprostinil in patients. To
more accurately characterize the PK of LIQ861, we conducted two additional PK studies in healthy volunteers. In the first of these studies, we observed
unexpected variability in PK levels. Post-hoc analysis showed that plasma levels of treprostinil were tightly correlated to the LIQ861 dose delivered. Based
upon additional non-clinical and clinical work, we believe the unexpected variability seen in this healthy volunteer study was due to an administration
technique unique to the conduct of the study in the Phase 1 setting. In August 2019, we completed a second PK study in healthy volunteers in which the
proper administration technique was followed. This study demonstrated significantly reduced variability, and we believe we have established comparative
bioavailability to the reference listed drug.
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Final enrollment in the pivotal INSPIRE trial included 121 PAH patients to assess safety and tolerability through Month 2, the primary endpoint of the trial.
Of the 121 patients enrolled in the study, 55 were Transition patients and 66 were Add-On patients. Add-On patients started on a dose of 26.5 mcg of
LIQ861, with most (>80%) titrating to a 79.5 mcg dose or higher within the first two months of treatment. Consistent with preliminary data presented in the
second quarter of 2019, LIQ861 was observed to be well-tolerated and treatment-emergent adverse events were mostly mild to moderate in nature at Month
2 up to doses of 159 mcg of LIQ861, the highest dose studied at Month 2. Durability of therapy with LIQ861 appeared to be favorable, with 96% of
Transition patients and 91% of Add-On patients remaining on study drug at the Month 2 timepoint.
 
Initial analysis of the exploratory endpoints from the INSPIRE study indicates that LIQ861 may provide functional and quality-of-life benefits to PAH
patients in New York Heart Association, or NYHA, functional classes II and III. More than 90% of all patients who completed two months of treatment
maintained or improved their NYHA functional class. Additionally, we observed improvement in six-minute-walk-distance and quality of life as measured
by the MLHFQ in both patient groups.
 
We continued to treat patients who chose to remain on LIQ861 beyond the Month 2 timepoint of the primary endpoint. More than 80% of INSPIRE patients
remained on study drug at Month 4 with no significant changes in safety or tolerability observed compared to Month 2. At the completion of the INSPIRE
study, the patient with the longest duration of treatment had been on LIQ861 therapy for 18 months. To provide for continuity of treatment, patients from
INSPIRE were provided the opportunity to continue receiving treatment in an extension study, which is currently ongoing. In addition, we are enrolling
patients in a clinical study at certain investigational sites in Europe to characterize the hemodynamic dose-response relationship to LIQ861. We are also
considering conducting other clinical trials to generate additional data on LIQ861, including a clinical trial in pediatric patients. We also continue to conduct
development work in support of potential approval and commercialization of LIQ861, including label and patient-use assessments.
 
LIQ865
 
LIQ865 is our proprietary injectable, sustained-release formulation of bupivacaine, a non-opioid pain medication. We have engineered the size and
composition of the LIQ865 PRINT particles to release bupivacaine over three to five days through a single administration for the management of local post-
operative pain after a surgical procedure. We completed a Phase 1a clinical trial of LIQ865 in Denmark in 2017 and a Phase 1b clinical trial in the
United States in 2018. We initiated Phase 2-enabling toxicology studies in 2019 to assess LIQ865 in multiple non-clinical tissue models. Results from a
study to assess incision tensile strength after healing were acceptable and not statistically different from controls. A nonclinical study to examine soft tissue
healing was also completed, and the results were acceptable and comparable to vehicle-treated, saline-treated, and Marcaine-treated sites. We believe this
data supports progression to Phase 2 hernia repair studies. In a study to assess bone fracture healing, we observed dose-dependent delayed healing at the two
LIQ865 doses studied; however, there were no adverse effects noted on surrounding soft tissues. Additional studies have been initiated with lower doses of
LIQ865 to determine a no adverse effect level, or NOAEL, on bone healing. We will review the results from these toxicology studies, and if supportive, we
intend to initiate Phase 2 proof-of-concept clinical trials, subject to availability of capital and other factors, during 2021. We believe LIQ865, if successfully
developed and approved, has the potential to provide significantly longer local post-operative pain relief compared to currently marketed formulations of
bupivacaine.
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Other
 
We believe that our PRINT technology can be applied to a wide range of therapeutic areas, molecule types and routes of administration. We are currently
focused on developing product candidates that we believe are eligible to be approved under the 505(b)(2) regulatory pathway, which can be capital efficient
and potentially enable a shorter time to approval, as it allows us to rely in part on existing knowledge of the safety and efficacy of the relevant reference
listed drugs to support our applications for approval in the United States. If any of our product candidates are approved, we intend to conduct initial
commercial manufacturing of drug product using in-house capabilities, and to outsource packaging and distribution to third parties. Where appropriate, we
may also transition the commercial manufacture of our drug product to third parties. In addition to developing our two product candidates, we have
provided specific field-limited licenses to our PRINT technology to pharmaceutical companies seeking to develop their own potential drugs and biological
therapies.
 
Financial Overview
 
We have not generated any revenue to date from the sale of pharmaceutical products, and we have historically financed our operations in large part with an
aggregate of $235.3 million of gross proceeds from sales of our capital stock and convertible promissory notes, $16.0 million in term loans from a bank and
a $2.1 million loan from The University of North Carolina at Chapel Hill, or UNC. We do not expect to generate significant product revenue unless and
until we obtain marketing approval for and commercialize LIQ861, LIQ865 or one of our other future product candidates.
 
Since our inception, we have incurred significant operating losses. Our net loss was $47.6 million, $53.1 million and $29.2 million for the years ended
December 31, 2019, 2018 and 2017, respectively.  As of December 31, 2019, we had an accumulated deficit of $215.2 million. We expect to incur
significant expenses and operating losses for the foreseeable future as we advance our product candidates through clinical trials, seek regulatory approval
and pursue commercialization of any approved product candidates. In addition, if we obtain marketing approval for any of our product candidates, we
expect to incur significant commercialization expenses related to product manufacturing, marketing, sales and distribution. In addition, we may incur
expenses in connection with the in-license or acquisition of additional product candidates.
 
As a result, we will need substantial additional funding to support our continuing operations and pursue our growth strategy. Until such time as we can
generate significant revenue from product sales, if ever, we expect to finance our operations through the sale of equity, debt financings or other capital
sources, including potential collaborations with other companies or other strategic transactions. We may be unable to raise additional funds or enter into
such other agreements or arrangements when needed, on favorable terms, or at all. If we fail to raise capital or enter into such agreements as, and when,
needed, we may have to significantly delay, scale back or discontinue the development and commercialization of one or more of our product candidates or
delay our pursuit of potential in-licenses or acquisitions.
 
As of December 31, 2019, we had $55.8 million of cash. We believe that our existing cash will enable us to fund our operating expenses and capital
expenditure requirements, make payments of interest and principal on our term loan facility with Pacific Western Bank, or PWB, and remain in compliance
with the minimum cash covenant of $8.5 million pursuant to this term loan facility, through August 2020. We have based these estimates on assumptions
that may prove to be wrong, and we could utilize our available capital resources sooner than we expect. See “Liquidity and Capital Resources.”
 
As of December 31, 2019, our commitments for capital expenditures consisted of a remaining payment obligation of approximately $360,000 related to the
build-out of our corporate headquarters which was completed in 2019.  As of December 31, 2019, we do not have any other material capital expenditure
commitments.
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Going Concern
 
Our financial statements have been prepared assuming we will continue as a going concern, which contemplates the realization of assets and the settlement
of liabilities and commitments in the normal course of business. Our operations have consisted primarily of developing our technology, developing
products, prosecuting our intellectual property and securing financing. We have incurred recurring losses and cash outflows from operations, have an
accumulated deficit, and have debt principal payments that commenced in the first quarter of 2020. We expect to continue to incur losses in the foreseeable
future and will require additional financial resources to continue to advance our products and intellectual property, in addition to repaying our maturing debt
and other obligations. These circumstances raise substantial doubt about our ability to continue as a going concern.
 
Management’s plans with regard to this matter include continuing attempts to obtain additional financing to sustain our operations.  However, there is no
assurance that we will be successful in obtaining sufficient financing on terms acceptable to us, and the failure to obtain sufficient funds on acceptable
terms, when needed, could have a material adverse effect on our business, results of operations and financial condition.  If sufficient financings are not
obtained, this may necessitate other actions by us.  Alternatively, in light of our current limited cash resources, the recent trading price of our common stock,
outstanding debt and associated minimum cash covenant, and based on a review of the status of our programs, resources and capabilities, we continue to
explore a wide range of strategic alternatives with the support of our financial advisor, Jefferies LLC, that could maximize stockholder value. Our efforts
have been and continue to be focused primarily upon the potential formation of a partnership or a licensing transaction with respect to our lead program,
LIQ861, for the treatment of PAH. Strategic alternatives may also include the sale of some of our assets or proprietary technologies, or a potential merger or
sale of our Company. Our plans with regard to this matter include continuing attempts to obtain additional financing to sustain our operations. However,
there is no assurance that we will be successful in obtaining sufficient financing on terms acceptable to us, and the failure to obtain sufficient funds on
acceptable terms, when needed, could have a material adverse effect on our business, results of operations and financial condition. If sufficient financings
are not obtained, this may necessitate other actions by us. The financial statements do not include any adjustments that might result from the outcome of this
uncertainty.
 
Our Collaborations
 
Our only revenue, which has been derived from collaborating with, and licensing our proprietary PRINT technology to, pharmaceutical companies,
amounted to $8.1 and $2.7 million for the years ended December 31, 2019 and 2018, respectively. GlaxoSmithKline plc, or GSK, accounted for $8.1 and
$0.4 million of our revenue for the years ended December 31, 2019 and 2018, respectively, or 100% and 15%  respectively, of our total revenue during these
years.  We have received upfront fees for technology access, milestone payments, and fees to develop drug products through research and development
services, such as particle formulation and manufacturing.
 
In addition to advancing our own product candidates, LIQ861 and LIQ865, we have collaborated, and may consider collaborating, with pharmaceutical
companies to develop their own product candidates across a wide range of therapeutic areas, molecule types and routes of administration, leveraging our
PRINT technology. These collaborations are intended to help advance new PRINT capabilities and build upon our competitive advantage in the
pharmaceutical industry, while adding to our intellectual property portfolio.
 
We have exclusively licensed our PRINT technology to (i) GSK for applications broadly across inhaled delivery of their small molecule and biologic
chemical entities, although we retained the ability to develop LIQ861; and (ii) Aerie Pharmaceuticals, Inc., which in 2017 acquired most of the assets of
Envisia Therapeutics, Inc., an entity which we formed in 2013, for broad usage in the design and commercialization of small molecule and biologic
ophthalmic therapies.
 
GlaxoSmithKline
 
Previously, we had collaborated with GSK on the use of our PRINT technology in respiratory disease. In June 2012, we entered into an Inhaled
Collaboration and Option Agreement, or the GSK ICO Agreement, with GSK to collaborate on research regarding the application of our PRINT technology
to specified inhaled therapies. Pursuant to the GSK ICO Agreement, we granted GSK exclusive options and licenses to further develop and commercialize
such inhaled therapies using our PRINT technology. In partial consideration of the rights granted to GSK under the GSK ICO Agreement, we received a
one-time up-front payment of $4.0 million.
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In September 2015, GSK exercised its option to obtain an exclusive, worldwide license to certain of our know-how and patents relating to our PRINT
technology, for the purpose of, among others, preclinical studies of inhaled therapeutics developed, manufactured or otherwise produced using our PRINT
technology. In connection with the grant of this license, we received a one-time option exercise fee of $15.0 million. Under the terms of the GSK ICO
Agreement, we were also entitled to continued research and development funding and certain milestone payments aggregating up to $158 million upon the
achievement of specified events for new non-rescue therapeutic products. Rescue therapeutic products are therapeutics that GSK develops with our PRINT
technology that had previously been discontinued from development. We are also entitled to tiered royalties on the worldwide sales of the licensed products
at percentages ranging from the mid-single digits to low-single digits depending on the total number of products developed and other royalty step-down
events with a fixed low-single digit royalty floor. In February 2016, we received a $3.0 million payment from GSK upon the achievement of a clinical
development milestone related to the development of an inhaled antiviral for viral exacerbations in chronic obstructive pulmonary disease. However, in July
2018, GSK notified us of its plans to discontinue development of this compound after completion of the related Phase 1 clinical trial.
 
GSK has the right to terminate the GSK ICO Agreement in its entirety or on a product-by-product basis upon a specified period of prior written notice.
Upon termination of the GSK ICO Agreement, each party will continue to have the right to practice and/or license its interest in any know-how developed
during the collaboration without seeking the consent of, or accounting to, the other party.
 
In June 2019, we and GSK executed the third amendment to the collaboration agreement providing us with rights to develop and commercialize three
specified molecular entities for application in inhaled programs using our PRINT technology at our sole expense. This amendment also provided a
mechanism for us to acquire rights to develop and commercialize further molecular entities for inhaled applications. New inhaled programs developed under
this amendment would carry milestone and royalty payments due to GSK upon initiation of Phase 3 studies and subsequent commercialization, respectively.
This amendment, among other factors, including the lack of continued performance anticipated by us and GSK under the original agreement, led us to
believe that no further research and development services will be provided to GSK under the collaboration agreement. Accordingly, in January 2020, we
notified GSK of our intent to terminate the GSK ICO Agreement based upon GSK's lack of performance under the agreement, which we believe constitutes
a material breach of the agreement. In February 2020, we received a letter from GSK disputing our basis for termination. The parties are currently
attempting to resolve the dispute pursuant to the terms of the GSK ICO Agreement.
 
Components of Statements of Operations
 
Revenue
 
Our revenue is primarily derived from collaborating and licensing our proprietary PRINT technology to pharmaceutical companies. In the future, we also
expect to derive our revenue from our own pharmaceutical products. Up until the fourth quarter of 2018, we managed, reported and evaluated our business
in the following two segments: Pharmaceutical Products and Partnering and Licensing. These reportable operating segments were determined in accordance
with our internal management structure, which was organized based on operating activities, the manner in which we organized segments for making
operating decisions and assessing performance and the availability of separate financial results.
 
In the fourth quarter of 2018, due to significantly diminished activities pursuant to collaborations, we changed the way we manage and operate the reporting
entity and modified our information system to produce financial information for the chief operating decision maker, or CODM, to support the new structure.
The changes required us to revise our segment reporting. Management reorganized our operations and reporting structure and began to manage our
operations under our new segment structure, resulting in a single reportable segment. The financial statements were adjusted to reflect this change in
segment reporting for all periods presented.
 
All long-lived assets are domiciled and all revenues were earned within the United States.
 
Cost of Sales
 
Cost of sales consists of the amortization of license fees owed to UNC upon our receipt of licensing revenues. See “Business — Our Collaboration and
Licensing Agreements — The University of North Carolina at Chapel Hill” for further details. We amortize the license fees owed to UNC in a manner
consistent with our recognition of the related revenue.
 

100



 
 
Research and Development Expenses
 
Research and development expense consists of expenses incurred in connection with the development of our product candidates. We expense research and
development costs as incurred. These expenses include:
 

 ● expenses incurred under agreements with CROs as well as investigative sites and consultants that conduct our clinical trials and preclinical
studies;

 

 ● manufacturing process development and scale-up expenses and the cost of acquiring and manufacturing preclinical and clinical trial materials
and commercial materials, including manufacturing validation batches;

 
 ● outsourced professional scientific development services;
 

 ● employee-related expenses, which include salaries, benefits and stock-based compensation for personnel in research and development
functions;

 
 ● expenses relating to regulatory activities, including filing fees paid to regulatory agencies;
 
 ● laboratory materials and supplies used to support our research activities; and
 
 ● allocated expenses for utilities and other facility-related costs.
 
Research and development activities are central to our business model. Product candidates in later stages of clinical development generally have higher
development costs than those in earlier stages of clinical development, primarily due to the increased size and duration of later-stage clinical trials. We
expect our research and development expenses to increase significantly over the next several years as we increase personnel costs, including stock-based
compensation, conduct our ongoing clinical trial and other development work for LIQ861, continue the development of LIQ865, conduct additional clinical
trials, continue manufacturing process development and scale up and prepare for regulatory filings for our product candidates and regulatory inspection of
facilities utilizing our PRINT manufacturing process. The successful development of our product candidates is highly uncertain. At this time, we cannot
reasonably estimate or know the nature, timing and costs of the efforts that will be necessary to complete the remainder of the development of, or when, if
ever, material net cash inflows may commence from any of our product candidates. This uncertainty is due to the numerous risks and uncertainties
associated with the duration and cost of clinical trials, which vary significantly over the life of a project as a result of many factors, including:
 
 ● the number of clinical sites included in the trials;
 
 ● the length of time required to enroll suitable patients;
 
 ● the number of patients that ultimately participate in the trials;
 
 ● the number of doses patients receive;
 
 ● the duration of patient follow-up; and
 
 ● the results of our clinical trials.
 
Our expenditures are subject to additional uncertainties, including the terms and timing of regulatory approvals, and the expense of filing, prosecuting,
defending and enforcing any patent claims or other intellectual property rights. We may never succeed in achieving regulatory approval for any of our
product candidates. We may obtain unexpected results from our clinical trials. We may elect to discontinue, delay or modify clinical trials of some product
candidates or focus on others. A change in the outcome of any of these variables with respect to the development of a product candidate could mean a
significant change in the costs and timing associated with the development of that product candidate. For example, if the FDA or other regulatory authorities
were to require us to conduct clinical trials beyond those that we currently anticipate, or if we experience significant delays in enrollment in any of our
clinical trials, or our ability to manufacture and supply product, we could be required to expend significant additional financial resources and time on the
completion of clinical development. Drug commercialization will take several years and millions of dollars in development costs.
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General and Administrative Expenses
 
General and administrative expenses consist principally of salaries and related costs for personnel in executive, administrative, finance and legal functions,
including stock-based compensation, travel expenses and recruiting expenses. Other general and administrative expenses include facility related costs,
patent filing and prosecution costs and professional fees for marketing, legal, auditing and tax services and insurance costs.
 
We anticipate that our general and administrative expenses will increase as a result of increased personnel costs, including stock-based compensation,
expanded infrastructure and higher consulting, legal and tax-related services associated with maintaining compliance with stock exchange listing and SEC
requirements, accounting and investor relations costs, and director and officer insurance premiums associated with being a public company. Additionally,
when we believe a regulatory approval of a product candidate appears likely, we anticipate an increase in payroll and expense as a result of our preparation
for commercial operations, especially as it relates to the sales and marketing of our product candidate.
 
Other Income (Expense)
 
Other income (expense) is comprised primarily of interest income and expense. Interest income consists of interest earned on our cash deposits. Interest
expense consists of interest charges on leases and debt. These charges include monthly recurring interest on such obligations in addition to non-cash
charges. Non-cash charges include the expensing of debt issuance costs and amortization of discounts on long-term debt to interest expense.
 
Critical Accounting Estimates
 
This management’s discussion and analysis of our financial condition and results of operations is based on our financial statements, which have been
prepared in accordance with generally accepted accounting principles in the United States, or GAAP. The preparation of these financial statements requires
us to make estimates and judgments that affect the reported amounts of assets, liabilities and expenses and the disclosure of contingent assets and liabilities
in our financial statements. On an ongoing basis, we evaluate our estimates and judgments, including those for revenue recognition and accrued research
and development expenses. We base our estimates on historical experience, known trends and events and various other factors that we believe to be
reasonable under the circumstances, the results of which form the basis for making judgments about the carrying value of assets and liabilities that are not
readily apparent from other sources. Actual results may differ from these estimates under different assumptions or conditions.
 
While our significant accounting policies are described in more detail in the notes to our financial statements, we believe the following accounting policies
to be the most critical to the judgments and estimates used in the preparation of our financial statements.
 
Revenue Recognition
 
We derive our revenues primarily from licensing our proprietary PRINT technology and from performing research and development services. Revenues are
recognized as services are performed in an amount that reflects the consideration we expect to be entitled to in exchange for those services and technology.
 
Our research, development and licensing agreements provide for multiple promised goods and services to be provided by us and include a license to our
technology in a particular field of study, participation in collaboration committees, performance of certain research and development services and
obligations for certain manufacturing services.
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The transaction price for these contracts includes non-refundable fees and fees for research and development services. Non-refundable upfront fees, which
may include, for example, an initial payment upon effectiveness of the contractual relationship or payment to secure a right for a future license, are recorded
as deferred revenue and recognized into revenue over time as we provide the research services under the contract required to advance the products to the
point where we are able to transfer control of the licensed technology to the customer, or the Technology Transfer. The contract consideration may also
include additional non-refundable payments due to us based on the achievement of research, development, regulatory or commercialization milestone
events. In agreements involving multiple goods or services promised to be transferred to customers, we must assess, at the inception of the contract, whether
each promise represents a separate performance obligation (i.e., is “distinct”), or whether such promises should be combined as a single performance
obligation. As these goods and services are considered to be highly interrelated, they may be considered to represent a single, combined performance
obligation. We include an estimate of the probable amount of milestone payments to which we will be entitled in the transaction price. The estimate requires
evaluation of factors which are outside of our control and significantly limit our ability to achieve the remaining milestone payments. Therefore, we have
not included any future milestone payments in the transaction price allocated to research, development and licensing agreements as of December 31, 2019.
We revise the transaction price to include milestone payments once the specific milestone achievement is not considered to be subject to a significant
reversal of revenue. At that time, the estimated transaction price is adjusted and a cumulative catch-up adjustment is recorded to adjust the amount of
revenue to be recognized from the license inception to the date the milestone was deemed probable of achievement. The milestone is included with other
non-refundable upfront fees and recognized into revenue over time as we continue to provide services under the contract through our Technology Transfer.
The amount of revenue recognized is based on the proportion of total research services performed to date to the expected services to be provided through
the Technology Transfer.
 
The estimate of the research services to be provided through the Technology Transfer requires significant judgment to evaluate assumptions regarding the
level of effort required for us to have performed sufficient obligations for the customer to be able to utilize the licensed technology without requiring further
services from us. If the estimated level of effort changes, the remaining deferred revenue is recognized over the revised period in which the expected
research services and Technology Transfer are required. Changes in estimates occur for a variety of reasons, including but not limited to (i) research and
development acceleration or delays, (ii) customer prioritization of research projects, or (iii) results of research and development activities. We recognize the
consideration we are entitled to receive for research and development services, which are primarily billed quarterly in arrears on a time and materials basis,
as the services are performed (under a proportional performance model) and collection is reasonably assured. Additionally, any upfront or development
milestone payments received are also recognized as revenue, over time, under this same proportional performance model.
 
Royalties related to product sales will be recognized as revenue when the sale occurs since payments relate directly to products that will have been fully
developed and for which we will have satisfied all performance obligations.
 
Accrued Research and Development Expenses
 
When preparing our financial statements, we are required to estimate our research and development expenses. This process involves reviewing open
contracts and communicating with our personnel to identify services that have been performed on our behalf and estimating the level of service performed
and the associated cost incurred for the service when we have not yet been invoiced or otherwise notified of actual cost. Payments under some of the
contracts we have with parties depend on factors, such as successful enrollment of certain numbers of patients, site initiation and the completion of clinical
trial milestones. When accruing clinical expenses, we estimate the time period over which services will be performed and the level of effort to be expended
in each period. If possible, we obtain information regarding unbilled services directly from our service providers. However, we may be required to estimate
the cost of these services based only on information available to us. If we underestimate or overestimate the cost associated with a trial or service at a given
point in time, adjustments to research and development expenses may be necessary in future periods. Historically, our estimated research and development
expenses have approximated actual expenses incurred.
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Examples of estimated accrued expenses include:
 
 • fees paid to CROs in connection with clinical trials; and
 
 • fees paid to investigative sites in connection with clinical trials.
 
If the actual timing of the performance of services or the level of effort varies from our estimate, we will adjust the accrual accordingly. If we do not identify
costs that we have begun to incur or if we underestimate or overestimate the level of services performed or the costs of these services, our actual expenses
could differ from our estimates. We do not anticipate the future settlement of existing accruals to differ materially from our estimates.
 
Year Ended December 31, 2019 Compared to Year Ended December 31, 2018
 
The following table summarizes our results of operations:
 
  Year Ended  
  December 31,  
  2019   2018  
  (in thousands)  
Revenues  $ 8,072  $ 2,707 
Costs and expenses:         

Cost of sales   807   121 
Research and development   40,491   28,700 
General and administrative   13,597   8,754 

Total costs and expenses   54,895   37,575 
Loss from operations   (46,823)   (34,868)
Other income (expense):         

Interest income   614   305 
Interest expense   (1,374)   (18,989)
Gain on early extinguishment of long-term debt   —   138 
Derivative and warrant fair value adjustments   —   278 

Total other income (expense)   (760)   (18,268)
Net loss  $ (47,583)  $ (53,136)
 
Revenues
 
Revenues were $8.1 million for the year ended December 31, 2019, compared with $2.7 million for the year ended December 31, 2018. The increase of $5.4
million, or 198.2%, was due to the full recognition in the second quarter of 2019 of $8.1 million of deferred revenue from the GSK ICO Agreement
resulting from the Third Amendment that was entered into in June 2019.
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Cost of Sales
 
Our cost of sales was $0.8 million for the year ended December 31, 2019, compared with $0.1 million for the year ended December 31, 2018. The increase
of $0.7 million was due to the increase in revenues. Cost of sales represents sub-licensing fees paid to UNC when licensing revenue is recognized from the
use of the intellectual property that we in-licensed from UNC.
 
Research and Development Expenses
 
Research and development expenses were $40.5 million for the year ended December 31, 2019, compared with $28.7 million for the year
ended December 31, 2018. The increase of $11.8 million, or 41.1%, was primarily due to the ongoing clinical development of LIQ861 which commenced in
late December 2017. Research and development expenses for the year ended December 31, 2019 consisted of $31.7 million and $4.0 million attributable to
our development of LIQ861 and LIQ865, respectively, and $4.8 million from general research and development that was not directly related to LIQ861 and
LIQ865. This compares with $19.6 and $0.7 million which were attributable to our development of LIQ861 and LIQ865, respectively, and $8.4 million
from general research and development that was not directly related to either LIQ861 or LIQ865 during the year ended December 31, 2018.
 
General and Administrative Expenses
 
General and administrative expenses were $13.6 million for the year ended December 31, 2019, compared with $8.8 million for the year
ended December 31, 2018. The increase of $4.8 million, or 55.3% during the year ended December 31, 2019 compared with 2018 was due to an increase in
commercialization efforts expenses of $2.4 million, an increase in directors and officers insurance of $0.8 million, an increase in stock-based compensation
of $0.7 million, an increase in recruiting fees of $0.5 million, an increase in consulting fees of $0.2 million and an increase in legal fees of $0.2 million.
General and administrative expenses consist primarily of personnel expenses, including stock-based compensation, as well as directors and officers
insurance, and fees for audit, legal, consulting and other service fees.
 
Other Income (Expense)
 
Interest income was $0.6 million for the year ended December 31, 2019, compared with $0.3 million for the year ended December 31, 2018. The increase of
$0.3 million was due to an increase in cash balances held in interest-bearing accounts in 2019 compared with 2018.
 
Interest expense was $1.4 million for the year ended December 31, 2019, compared with $19.0 million for the year ended December 31, 2018. The decrease
in interest expense of $17.6 million, or 92.8%, was primarily due to lower levels of debt during the year ended December 31, 2019 and the conversion of
$27.4 million of convertible notes into shares of Series D preferred stock in February 2018.
 
During 2018, our debt refinancing resulted in a non-cash gain of $0.1 million in accordance with ASC 470-50, Debt – Modifications and Extinguishments.
 
Derivative and warrant fair value adjustments resulted in income of $0 for the year ended December 31, 2019, compared with income of $0.3 million for the
year ended December 31, 2018. The decrease of $0.3 million was due to the conversion of the warrants for convertible preferred stock to warrants for
common stock at the time of the initial public offering during the year ended December 31, 2018.
 
Liquidity and Capital Resources
 
We have financed our growth and operations through a combination of funds generated from our licensing revenues, the issuance of convertible preferred
stock and common stock, capital leases, bank borrowings and the issuance of convertible notes. Our principal uses of cash have been for working capital
requirements and capital expenditures. As of December 31, 2019, we had a cash balance of $55.8 million, stockholders’ equity of $34.9 million and an
accumulated deficit of $215.2 million.
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In July 2018, we closed the initial public offering of 4,833,099 shares of common stock at a public offering price of $11.00 per share, including the
underwriters’ partial exercise of their over-allotment option in connection therewith, which resulted in aggregate net proceeds of $47.3 million, after
underwriting discounts and the payment of other offering expenses.
 
In March 2019, we closed an underwritten follow-on offering of 3,000,000 shares of our common stock at a public offering price of $11.50 per share. The
gross proceeds from the offering were $34.5 million and net proceeds were $31.8 million, after deducting underwriting discounts and commissions and
other offering expenses.
 
In August 2019, we entered into a sales agreement, or the ATM Agreement, with Jefferies to issue and sell shares of our common stock, having an aggregate
offering price of up to $40.0 million, from time to time during the term of the ATM Agreement, through an “at-the-market” equity offering program at our
sole discretion, under which Jefferies will act as our agent and/or principal. We will pay Jefferies a commission up to 3.0% of the gross proceeds of any
common stock sold through Jefferies under the ATM Agreement. During the year ended December 31, 2019, we sold 2,409,356 shares of common stock for
gross proceeds of $8.4 million and net proceeds were $8.1 million, after deducting underwriting discounts and other offering expenses under the ATM
Agreement.
 
On December 23, 2019, we entered into a Common Stock Purchase Agreement, or the Purchase Agreement, with certain institutional accredited investors,
or the Purchasers, for the sale by us in a private placement, or the Private Placement, of an aggregate of 7,164,534 shares, or the Private Placement Shares,
of our common stock, at a purchase price of $3.13 per Private Placement Share. The closing of the Private Placement occurred on December 27, 2019. The
gross proceeds from the sale of the Private Placement Shares were $22.4 million and net proceeds were $21.0 million, after placement agent fees and
offering expenses.
 
Prior to our initial public offering, in a series of closings from January 2017 through November 2017, we issued and sold an aggregate of $27.4 million of
unsecured subordinated convertible promissory notes, each accruing simple interest at a rate of 8.0% per annum. Also prior to our initial public offering, in
February 2018, we issued and sold an aggregate of 91,147,482 shares of Series D preferred stock at a price per share equal to $0.59808. Of the 31 investors
that participated in the financing, 10 investors purchased an aggregate of 42,863,825 shares of Series D preferred stock for an aggregate purchase price of
$25.6 million and 26 holders of outstanding convertible notes, in the aggregate amount of $28.9 million, converted their notes into an aggregate of
48,283,657 shares of Series D preferred stock.
 
In addition to raising equity capital, we have financed a portion of our working capital through debt instruments. We maintained a $10.0 million term loan
facility with PWB for working capital purposes pursuant to a loan and security agreement, or the LSA. Immediately prior to entry into the A&R LSA (as
defined below), we had fully utilized our $10.0 million term loan facility with PWB with a remaining outstanding balance of $8.0 million. The facility was
secured by all of our assets other than intellectual property. We could not encumber our intellectual property without the consent of PWB. The outstanding
principal amount under the loan facility bore interest at 5.0% per annum. Of the then-current amount outstanding, the loan was to mature with respect to
$3.0 million in January 2020, with the remainder being due and payable in October 2020. Beginning in August 2018, the term loan would have required
equal monthly payments of principal plus interest each month thereafter until amortized and paid in full. We have, in the past, breached multiple covenants
in our LSA related to cash levels and reporting requirements. PWB provided waivers in relation to all such prior breaches.
 
In October 2018, we and PWB entered into an Amended and Restated Loan and Security Agreement, or the A&R LSA, in which we received an initial
tranche of $11.0 million to extinguish our then-current debt of $8.0 million under the LSA, repay in full the outstanding indebtedness under the UNC
Promissory Note (as defined below) and to utilize for general corporate purposes. The indebtedness under the A&R LSA bears interest at the greater of the
Prime rate or 5% and has a four-year term and maturity. The A&R LSA provided for access to a second tranche of up to $5.0 million, the full amount of
which we drew in June 2019. The second tranche became accessible as a result of the full enrollment of the Company’s LIQ861 INSPIRE clinical trial,
without observing any materially adverse data through the two week endpoint. Both tranches required payments of interest-only through December 31,
2019. The A&R LSA carries a one-time success fee of $375,000 and a prepayment penalty of 1% if the drawn tranche is prepaid prior to October 27, 2020.
The success fee was triggered in December 2019 by the sale of common stock and this was recorded as interest expense of $375,000 during the year ended
December 2019. The minimum cash covenant is $8.5 million. In May 2019, we and PWB entered into an amendment to the A&R LSA to, among others,
amend our negative covenant related to capitalized expenditures to increase the aggregate amount of capitalized expenditures we are permitted to make
without PWB’s prior written consent during the fiscal year ending December 31, 2019 from $1.25 million to $2.5 million.
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The A&R LSA with PWB, as amended, contains restrictions that limit our flexibility in operating our business. We may not, among other things, without
the prior written consent of PWB, (a) pay any dividends or make any other distribution or payment on account of or in redemption, retirement or purchase
of any capital stock except in certain prescribed circumstances, (b) create, incur, assume, guarantee or be or remain liable with respect to any indebtedness
except certain permitted indebtedness or prepay any indebtedness, (c) replace or suffer the departure, as defined, of our Chief Executive Officer or Chief
Financial Officer without delivering written notification to PWB within ten days of such change or (d) suffer a change on our Board which results in the
failure of at least one partner of Canaan Partners or their respective affiliates to serve as a voting member, in each case without having used best efforts to
deliver at least 15 days’ prior written notification to PWB.  PWB maintains a blanket lien on all assets excluding intellectual property, for which it has been
provided a negative pledge.
 
During most of the year ended December 31, 2018, we had outstanding a promissory note to UNC, or the UNC Promissory Note. The UNC Promissory
Note was unsecured and bore interest at a rate equal to one-year LIBOR plus 3%, compounded annually. The UNC Promissory Note was due and payable in
full on December 31, 2018. Following the completion of the initial public offering of our common stock in July 2018, we made a payment to UNC of
$600,000 in August 2018. We repaid the entire balance outstanding under the UNC Promissory Note, plus accrued interest pursuant to the closing of the
A&R LSA with PWB in October 2018.
 
Cash Flows
 
The following table summarizes our sources and uses of cash:
 
  Year Ended  
  December 31,  
  2019   2018  
  (in thousands)  
Net cash (used in) provided by:         

Operating activities  $ (48,283)  $ (31,830)
Investing activities   (1,850)   (871)
Financing activities   66,394   68,817 

Net (decrease) increase in cash  $ 16,261  $ 36,116 
 
Operating Activities
 
Net cash used in operating activities increased $16.5 million, to $48.3 million for the year ended December 31, 2019 from $31.8 million for the year
ended December 31, 2018. The increase was mainly due to an increase from our research and development expenditures and general and administrative
costs during the year ended December 31, 2019 compared with 2018. For the year ended December 31, 2019, the net cash used in operating activities
was $48.3 million, which was comprised of operating cash outflows before working capital changes of $40.8 million and net working capital outflows of
$7.5 million.
 
Investing Activities
 
Net cash used in investing activities increased $1.0 million to $1.9 million for the year ended December 31, 2019 from $0.9 million for the year
ended December 31, 2018. The increase was due to a higher level of purchases of property, plant and equipment.
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Financing activities
 
Net cash provided by financing activities decreased $2.4 million to $66.4 million for the year ended December 31, 2019 from $68.8 million for the year
ended December 31, 2018. This decrease was primarily due to net proceeds from follow-on offerings of common stock of $63.0 million and the $5.0 million
draw under the A&R LSA during the year ended December 31, 2019, compared with the sale of Series D preferred stock of $25.1 million and the sale of
our common stock for net proceeds of $47.3 million in our initial public offering, during the year ended December 31, 2018.
 
Funding Requirements
 
We plan to focus in the near-term on the development, regulatory approval and potential commercialization of LIQ861 and LIQ865. We anticipate we will
incur net losses for the next several years as we complete clinical development of these product candidates and continue research and development of
additional product candidates. In addition, we plan to continue to invest in discovery efforts to explore additional product candidates, potentially build
commercial capabilities and expand our corporate infrastructure. We may not be able to complete the development and initiate commercialization of these
programs if, among others, our clinical trials are not successful or if the FDA does not approve our product candidates arising out of our current clinical
trials when we expect, or at all.
 
Our primary uses of capital are, and we expect will continue to be, compensation and related expenses, clinical costs, manufacturing process development,
external research and development services, laboratory and related supplies, legal and other regulatory expenses, administrative and overhead costs and debt
service. Our future funding requirements will be heavily determined by the resources needed to support development of our product candidates.
 
As a publicly traded company we incur significant legal, accounting and other expenses that we were not required to incur as a private company. In addition,
the Sarbanes-Oxley Act, as well as rules adopted by the SEC and Nasdaq Stock Market LLC, or Nasdaq, require public companies to implement specified
corporate governance practices that previously were inapplicable to us as a private company. We expect these rules and regulations will increase our legal
and financial compliance costs and will make some activities more time-consuming and costly.
 
We believe that our current cash balance will enable us to fund our operating expenses and capital expenditure requirements into the fourth quarter of 2020.
However, there is a minimum cash requirement in conjunction with our term loan facility with PWB of $8.5 million which could be reached by the end of
the third quarter of 2020 unless additional funds are raised. We have based these estimates on assumptions that may prove to be wrong, and we could utilize
our available capital resources sooner than we expect. We expect that we will require additional capital to complete NDA regulatory review of LIQ861 and
commercialize our product candidates, if we receive regulatory approval, and to pursue in-licenses or acquisitions of other product candidates. If we receive
regulatory approval for LIQ861 or LIQ865, we expect to incur significant commercialization expenses related to product manufacturing, sales, marketing
and distribution, depending on where we choose to commercialize. Additional funds may not be available on a timely basis, on favorable terms, or at all,
and such funds, if raised, may not be sufficient to enable us to continue to implement our long-term business strategy. If we are unable to raise sufficient
additional capital, we may need to substantially curtail our planned operations and the pursuit of our growth strategy.
 
We may raise additional capital through licensing activities, other business arrangements or the sale of equity or convertible debt securities. In such an
event, your ownership will be diluted, and the terms of these securities may include liquidation or other preferences that adversely affect your rights as a
holder of our common stock.
 
Because of the numerous risks and uncertainties associated with research, development and commercialization of pharmaceuticals, we are unable to
estimate the exact amount of our working capital requirements. Our future funding requirements will depend on many factors, including:
 
 ● the number and characteristics of the product candidates we pursue;
 
 ● the scope, progress, results and costs of researching and developing our product candidates, and conducting preclinical studies and clinical trials;
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 ● the timing of, and the costs involved in, obtaining regulatory approvals for our product candidates;
 
 ● the cost of manufacturing our product candidates and any product we successfully commercialize;
 
 ● our ability to establish and maintain strategic collaborations, licensing or other arrangements and the financial terms of such agreements;
 
 ● the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing patent claims, including litigation costs and the outcome

of such litigation; and
 
 ● the timing, receipt and amount of sales of, or milestone payments related to or royalties on, our current or future product candidates, if any.
 
See “Risk Factors” for additional risks associated with our substantial capital requirements.
 
Internal Controls and Procedures
 
Our management is responsible for establishing and maintaining adequate internal control over financial reporting (as defined in Rules 13a-15(f) and 15d-
15(f) under the Exchange Act). Internal control over financial reporting is a process designed by, or under the supervision of, the issuer’s Chief Executive
Officer and Chief Financial Officer, or persons performing similar functions, and effected by the issuer’s board of directors, management and other
personnel, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles and includes those policies and procedures that: (i) pertain to the maintenance of records that in
reasonable detail accurately and fairly reflect the transactions and dispositions of the assets of the issuer; (ii) provide reasonable assurance that transactions
are recorded as necessary to permit preparation of financial statements in accordance with generally accepted accounting principles, and that receipts and
expenditures of the issuer are being made only in accordance with authorizations of management and directors of the issuer; and (iii) provide reasonable
assurance regarding prevention or timely detection of unauthorized acquisition, use or disposition of the issuer’s assets that could have a material effect on
the financial statements.
 
Because of inherent limitations, internal control over financial reporting may not prevent or detect misstatements. Also, projections of any evaluation of
effectiveness to future periods are subject to the risk that controls may become inadequate because of changes in conditions or that the degree of compliance
with the policies or procedures may deteriorate.
 
Under the supervision and with the participation of management, including our Chief Executive Officer and Chief Financial Officer, management has
assessed the effectiveness of our internal control over financial reporting based on the criteria set forth in the Internal Control - Integrated Framework
(2013) issued by the Committee of Sponsoring Organizations, or COSO, of the Treadway Commission, and concluded that our internal control over
financial reporting was not effective as of December 31, 2019 as a result of material weaknesses in our internal control over financial reporting.
 
A material weakness is a deficiency, or a combination of deficiencies, in internal control over financial reporting, such that there is a reasonable
possibility that a material misstatement of the company's annual or interim financial statements will not be prevented or detected on a timely basis. In
connection with the assessment of the effectiveness of our internal control over financial reporting, our management identified the following material
weaknesses that existed as of December 31, 2019:
 
During 2019, we experienced significant turnover in finance personnel that reduced the complement and skill of the resources within the Company. As a
result, we did not maintain an effective control environment as we lacked a sufficient complement of resources with an appropriate level of knowledge,
experience and training to design, maintain and monitor our internal control over financial reporting commensurate with our financial reporting
requirements. As a result, this material weakness contributed to the following material weaknesses:
 
 ● We did not design and maintain controls to ensure adequate segregation of duties within our financial reporting function, including the preparation

and review of journal entries. Specifically, some key accounting personnel had the ability to both prepare and post journal entries without an
independent review by someone without the ability to prepare and post journal entries.

   
 ● We did not design and maintain effective controls over certain information technology general controls for information systems that are relevant to

the preparation of our financial statements. Specifically, we did not design and maintain effective user access controls to ensure appropriate
segregation of duties and that adequately restrict user and privileged access to financial applications and data to appropriate Company personnel.

 
These material weaknesses did not result in a material misstatement of the annual or interim financial statements.  Additionally, these material weaknesses
could result in a misstatement of the relevant account balances or disclosures that would result in a material misstatement to the annual or interim
consolidated financial statements that would not be prevented or detected.
 
This Annual Report on Form 10-K does not include an attestation report of our independent registered public accounting firm due to an exemption from
such requirement for emerging growth companies.
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We continue to evaluate the effectiveness of our remediation efforts, including demonstrating that the new or improved controls are designed appropriately
and operate effectively for a reasonable period of time.  We expect to make further changes to our internal controls. The following actions have been, or are
expected to be, taken, to strengthen our controls and organizational structure:
 
• To address issues with recent employee turnover, we have hired a new controller, senior accountant, accounting analyst and accounts payable clerk.

We also plan to hire or outsource additional accounting personnel to assist with improving the internal control environment, including a manager of
accounting or senior accountant and director of SEC reporting and internal control. We expect to continue to evaluate our needs for additional
personnel. We plan to leverage the services of consulting firms to assist us with the strengthening and monitoring of our internal controls processes
and documentation. We expect to provide enhanced training to existing and new employees in order to enhance the level of communication and
understanding of controls with key individuals that provide key information and perform key roles within our financial accounting and reporting
group.

  
• We plan to appropriately design, implement and maintain a formal policy that expressly prohibits a manual journal entry from being created and

posted by the same employee. Further, we plan to implement a process that includes the creation of a journal entry report that identifies who
created and posted each journal entry. The report will be reviewed each month by independent senior accounting personnel so that any exceptions
to the policy can be identified on a timely basis and appropriately addressed.

  
• We plan to appropriately design, implement and maintain a formal policy to limit the number of “Super Users”, maintain effective user access

controls to ensure appropriate segregation of duties and adequately restrict user and privileged access to financial applications, programs and data
to appropriate personnel.

  
• We plan to implement a formal policy that preparation, review and approval of account reconciliations will be performed by qualified accounting

personnel independent of those who create and post the related underlying journal entries.   
 
To assess the effectiveness of internal controls related to the remediation of the 2019 identified material weaknesses, we plan to begin implementing the
remediation described herein. Implementation and testing is expected to occur during the year ending December 31, 2020 and we plan to provide an update
on the status of our remediation activities on a quarterly basis.
 
JOBS Act
 
As an “emerging growth company” under the Jumpstart Our Business Startups Act of 2012, as amended, or the JOBS Act, we can take advantage of an
extended transition period for complying with new or revised accounting standards. This allows an emerging growth company to delay the adoption of
certain accounting standards until those standards would otherwise apply to private companies. We have irrevocably elected to “opt out” of this provision
and, as a result, we will comply with new or revised accounting standards when they are required to be adopted by public companies that are not emerging
growth companies.
 
Subject to certain conditions, as an emerging growth company, we rely on certain of these exemptions, including without limitation:
 
 ● reduced disclosure about our executive compensation arrangements;
 
 ● no advisory votes on executive compensation or golden parachute arrangements; and
 
 ● exemption from the auditor attestation requirement in the assessment of our internal control over financial reporting.
 
We may take advantage of these exemptions for up to five years or such earlier time that we are no longer an emerging growth company. We would cease to
be an emerging growth company on the date that is the earliest of (i) the last day of the fiscal year in which we have total annual gross revenues of
$1.07 billion or more; (ii) the last day of 2023; (iii) the date on which we have issued more than $1.0 billion in nonconvertible debt during the previous
three years; or (iv) the date on which we are deemed to be a large accelerated filer under the rules of the SEC. We may choose to take advantage of some but
not all of these exemptions. Accordingly, the information contained herein may be different from the information you receive from other public companies
in which you hold stock.
 
Smaller Reporting Company
 
As a “smaller reporting company,” as defined in Rule 12b-2 of the Securities Exchange Act of 1934, as amended, or the Exchange Act, in addition to
providing reduced disclosure about our executive compensation arrangements and business developments, among other reduced disclosure requirements
available to smaller reporting companies, we present 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.
Accordingly, the information contained herein may be different from the information you receive from other public companies in which you hold stock.
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Off-Balance Sheet Arrangements
 
We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as defined in the rules and regulations of
the SEC.
 
Item 7A. Quantitative and Qualitative Disclosures About Market Risk
 
Not applicable.
 
Item 8. Financial Statements and Supplementary Data.
 
Our financial statements required to be filed pursuant to this Item 8 appear in a separate section of this Annual Report on Form 10-K, beginning on page F-
1.
 
Item 9. Changes in and Disagreements With Accountants on Accounting and Financial Disclosure.
 
None.
 
Item 9A. Controls and Procedures.
 
(a)     Management’s Report on Internal Control over Financial Reporting

 
Our management is responsible for establishing and maintaining adequate internal control over financial reporting (as defined in Rules 13a-15(f) and 15d-
15(f) under the Exchange Act). Internal control over financial reporting is a process designed by, or under the supervision of, the issuer’s Chief Executive
Officer and Chief Financial Officer, or persons performing similar functions, and effected by the issuer’s board of directors, management and other
personnel, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in
accordance with generally accepted accounting principles and includes those policies and procedures that: (i) pertain to the maintenance of records that in
reasonable detail accurately and fairly reflect the transactions and dispositions of the assets of the issuer; (ii) provide reasonable assurance that transactions
are recorded as necessary to permit preparation of financial statements in accordance with generally accepted accounting principles, and that receipts and
expenditures of the issuer are being made only in accordance with authorizations of management and directors of the issuer; and (iii) provide reasonable
assurance regarding prevention or timely detection of unauthorized acquisition, use or disposition of the issuer’s assets that could have a material effect on
the financial statements.
 
Because of inherent limitations, internal control over financial reporting may not prevent or detect misstatements. Also, projections of any evaluation of
effectiveness to future periods are subject to the risk that controls may become inadequate because of changes in conditions or that the degree of compliance
with the policies or procedures may deteriorate.
 
Under the supervision and with the participation of management, including our Chief Executive Officer and Chief Financial Officer, management has
assessed the effectiveness of our internal control over financial reporting based on the criteria set forth in the Internal Control - Integrated Framework
(2013) issued by the Committee of Sponsoring Organizations, or COSO, of the Treadway Commission, and concluded that our internal control over
financial reporting was not effective as of December 31, 2019 as a result of material weaknesses in our internal control over financial reporting.
 
A material weakness is a deficiency, or a combination of deficiencies, in internal control over financial reporting, such that there is a reasonable
possibility that a material misstatement of the company's annual or interim financial statements will not be prevented or detected on a timely basis. In
connection with the assessment of the effectiveness of our internal control over financial reporting, our management identified the following material
weaknesses that existed as of December 31, 2019:
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During 2019, we experienced significant turnover in finance personnel that reduced the complement and skill of the resources within the Company. As a
result, we did not maintain an effective control environment as we lacked a sufficient complement of resources with an appropriate level of knowledge,
experience and training to design, maintain and monitor our internal control over financial reporting commensurate with our financial reporting
requirements. As a result, this material weakness contributed to the following material weaknesses:
 
 ● We did not design and maintain controls to ensure adequate segregation of duties within our financial reporting function, including the preparation

and review of journal entries. Specifically, some key accounting personnel had the ability to both prepare and post journal entries without an
independent review by someone without the ability to prepare and post journal entries.

   
 ● We did not design and maintain effective controls over certain information technology general controls for information systems that are relevant to

the preparation of our financial statements. Specifically, we did not design and maintain effective user access controls to ensure appropriate
segregation of duties and that adequately restrict user and privileged access to financial applications and data to appropriate Company personnel.

 
These material weaknesses did not result in a material misstatement of the annual or interim financial statements.  Additionally, these material weaknesses
could result in a misstatement of the relevant account balances or disclosures that would result in a material misstatement to the annual or interim
consolidated financial statements that would not be prevented or detected.
 
This Annual Report on Form 10-K does not include an attestation report of our independent registered public accounting firm due to an exemption from
such requirement for emerging growth companies.
 
 (b) Evaluation of Disclosure Controls and Procedures

 
Under the supervision of and with the participation of our management, including our Chief Executive Officer, who is our principal executive officer, and
our Chief Financial Officer, who is our principal financial officer, we conducted an evaluation of the effectiveness of our disclosure controls and procedures
as of December 31, 2019, the end of the period covered by this Annual Report on Form 10-K. The term “disclosure controls and procedures,” as defined in
Rules 13a-15(e) and 15d-15(e) under the Exchange Act, means controls and other procedures of an issuer that are designed to ensure that information
required to be disclosed by the issuer in the reports that it files or submits under the Exchange Act is recorded, processed, summarized and reported, within
the time periods specified in the rules and forms promulgated by the SEC. Disclosure controls and procedures include, without limitation, controls and
procedures designed to ensure that information required to be disclosed by an issuer in the reports that it files or submits under the Exchange Act is
accumulated and communicated to the issuer’s management, including its principal executive and principal financial officers, as appropriate to allow timely
decisions regarding required disclosure. Management recognizes that any controls and procedures, no matter how well designed and operated, can provide
only reasonable assurance of achieving their objectives, and management necessarily applies its judgment in evaluating the cost-benefit relationship of
possible controls and procedures. Based on the evaluation of our disclosure controls and procedures as of December 31, 2019, our Chief Executive Officer
and Chief Financial Officer concluded that, as of such date, our disclosure controls and procedures were not effective due to the material weaknesses in
internal control over financial reporting discussed above.
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 (c) Changes in Internal Control over Financial Reporting

 
There were no changes in our internal control over financial reporting during the quarter ended December 31, 2019 that have materially affected, or are
reasonably likely to materially affect, our internal control over financial reporting.

 
Subsequent to our December 31, 2019 year end, we began taking a number of actions, including designing and implementing new controls and revising
existing controls, in order to remediate the material weaknesses described above. We expect to continue our remediation efforts, including testing of
operating effectiveness of new controls, as described below under “Remedial Actions to Address Material Weaknesses” during the year ending December
31, 2020 and we plan to provide an update on the status of our remediation activities on a quarterly basis.
 
 (d) Remedial Actions to Address Material Weaknesses

 
We continue to evaluate the effectiveness of our remediation efforts, including demonstrating that the new or improved controls are designed appropriately
and operate effectively for a reasonable period of time. We expect to make further changes to our internal controls. The following actions have been, or are
expected to be, taken, to strengthen our controls and organizational structure:
 
 ● To address issues with recent employee turnover, we have hired a new controller, senior accountant, accounting analyst and accounts payable clerk.

We also plan to hire or outsource additional accounting personnel to assist with improving the internal control environment, including a manager of
accounting or senior accountant and director of SEC reporting and internal control. We expect to continue to evaluate our needs for additional
personnel. We plan to leverage the services of consulting firms to assist us with strengthening and monitoring of our internal controls processes and
documentation. We expect to provide enhanced training to existing and new employees in order to enhance the level of communication and
understanding of controls with key individuals that provide key information and perform key roles within our financial accounting and reporting
group.

 
 ● We plan to appropriately design, implement and maintain a formal policy that expressly prohibits a manual journal entry from being created

and posted by the same employee. Further, we plan to implement a process that includes the creation of a journal entry report that identifies
who created and posted each journal entry. The report will be reviewed each month by independent senior accounting personnel so that any
exceptions to the policy can be identified on a timely basis and appropriately addressed.

 
 ● We plan to appropriately design, implement and maintain a formal policy to limit the number of “Super Users”, maintain effective user access

controls to ensure appropriate segregation of duties and adequately restrict user and privileged access to financial applications, programs and
data to appropriate personnel.

 
 ● We plan to implement a formal policy that preparation, review and approval of account reconciliations will be performed by qualified

accounting personnel independent of those who create and post the related underlying journal entries.
 
Testing of Internal Control Effectiveness
 
To assess the effectiveness of internal controls related to the remediation of the 2019 identified material weaknesses, we plan to begin implementing the
remediation described herein. Implementation and testing is expected to occur during the year ending December 31, 2020 and we plan to provide an update
on the status of our remediation activities on a quarterly basis.
 
This Annual Report on Form 10-K does not include an attestation report of our independent registered public accounting firm due to an exemption from
such requirement for emerging growth companies.

 
Item 9B. Other Information.
 
None.
 

113



 
 

PART III
 
Item 10. Directors, Executive Officers and Corporate Governance.
 
Information required to be disclosed by this Item with respect to our executive officers is incorporated into this Annual Report on Form 10-K by reference
from the section entitled “Executive Officers and Director and Officer Compensation: Executive Officers” contained in our definitive proxy statement for
our 2020 annual meeting of stockholders, which we intend to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
Information required to be disclosed by this Item about our Board is incorporated into this Annual Report on Form 10-K by reference from the section
entitled “The Class II Director Election Proposal” contained in our definitive proxy statement for our 2020 annual meeting of stockholders, which we intend
to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
Information required to be disclosed by this Item about the Section 16(a) compliance of our directors and executive officers is incorporated into this Annual
Report on Form 10-K by reference from the section entitled “Section 16(a) Beneficial Ownership Reporting Compliance” contained in our definitive proxy
statement for our 2020 annual meeting of stockholders, which we intend to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
Information required to be disclosed by this Item about our Board, the Audit Committee of our Board, our audit committee financial expert, our code of
conduct, as amended, or our Code of Conduct, and other corporate governance matters is incorporated into this Annual Report on Form 10-K by reference
from the section entitled “Liquidia Corporate Governance” contained in our definitive proxy statement for our 2020 annual meeting of stockholders, which
we intend to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
The text of our Code of Conduct, which applies to our directors and employees (including our principal executive officer, principal financial officer, and
principal accounting officer or controller, and persons performing similar functions), is posted in the “Corporate Governance” section of the Investors
section of our website, http://www.liquidia.com/. A copy of the Code of Conduct can be obtained free of charge on our website. We intend to disclose on
our website any amendments to, or waivers from, our Code of Conduct that are required to be disclosed pursuant to the rules of the SEC and The Nasdaq
Stock Market.
 
The information presented on our website is not a part of this Annual Report on Form 10-K and the reference to our website is intended to be an inactive
textual reference only.
 
Item 11. Executive Compensation.
 
Information required to be disclosed by this Item is incorporated into this Annual Report on Form 10-K by reference from the section entitled “Executive
Officers and Director and Officer Compensation” contained in our definitive proxy statement for our 2020 annual meeting of stockholders, which we intend
to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
Item 12. Security Ownership of Certain Beneficial Owners and Management and Related Stockholder Matters.
 
Information required to be disclosed by this Item is incorporated into this Annual Report on Form 10-K by reference from the sections entitled “Security
Ownership of Certain Beneficial Owners and Management and Related Stockholder Matters” contained in our definitive proxy statement for our 2020
annual meeting of stockholders, which we intend to file within 120 days of the end of our fiscal year ended December 31, 2019.
 
Item 13. Certain Relationships and Related Transactions, and Director Independence.
 
The information required to be disclosed by this Item is incorporated in this Annual Report on Form 10-K by reference from the sections entitled “Certain
Relationships and Related Party Transactions” and “Liquidia Corporate Governance” contained in our definitive proxy statement for our 2020 annual
meeting of stockholders, which we intend to file within 120 days of the end of our fiscal year ended December 31, 2019.
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Item 14. Principal Accounting Fees and Services.
 
The information required to be disclosed by this Item is incorporated into this Annual Report on Form 10-K by reference from the section entitled “Principal
Accounting Fees and Services” contained in our definitive proxy statement for our 2020 annual meeting of stockholders, which we intend to file within
120 days of the end of our fiscal year ended December 31, 2019.
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PART IV
 
Item 15. Exhibits and Financial Statement Schedules.
 
 
Financial Statement Schedules
 
 (a) The following documents are filed as part of this annual report on Form 10-K:
 
 (1) Financial Statements.
 
 Report of Independent Registered Public Accounting Firm F-2
 Balance Sheets as of December 31, 2019 and 2018 F-3
 Statements of Operations and Comprehensive Loss for the Years Ended December 31, 2019 and 2018 F-4
 Statements of Stockholders’ Equity (Deficit) for the Years Ended December 31, 2019 and 2018 F-5
 Statements of Cash Flows for the Years Ended December 31, 2019 and 2018 F-6
 Notes to Financial Statements F-7
 
 (2) Financial Statement Schedules.
  Required information is included in the notes to the financial statements.
 
 (3) Exhibits.
  See Exhibit Index below.
 
 (b) The following exhibits are filed as part of this Annual Report on Form 10-K.
 
   
Exhibit
No.

    
Description

3.1  Amended and Restated Certificate of Incorporation of Liquidia Technologies, Inc. (incorporated herein by reference to Exhibit 3.1 to the
Company’s Current Report on Form 8-K, filed with the SEC on July 30, 2018).

3.2  Amended and Restated Bylaws of Liquidia Technologies, Inc. (incorporated herein by reference to Exhibit 3.2 to the Company’s Current
Report on Form 8-K, filed with the SEC on July 30, 2018).

4.1  Form of Specimen Common Stock Certificate (incorporated herein by reference to Exhibit 4.1 to the Company’s Registration Statement on
Form S-1, filed with the SEC on July 13, 2018).

4.2  Form of Warrant to Purchase Shares of Preferred Stock, issued by the Company in January 2017 and February 2017 (incorporated herein by
reference to Exhibit 4.4 to the Company’s Registration Statement on Form S-1, filed with the SEC on June 28, 2018).

4.3  Seventh Amended and Restated Investors’ Rights Agreement, dated as of February 2, 2018, by and among the Company, the Investors party
thereto and the Common Holders party thereto (incorporated herein by reference to Exhibit 4.5 to the Company’s Registration Statement on
Form S-1, filed with the SEC on June 28, 2018).

4.4*  Description of Securities of the Company.
10.1#  Liquidia Technologies, Inc. Stock Option Plan (2004), as amended, and forms of award agreements thereunder (incorporated herein by

reference to Exhibit 10.1 to the Company’s Annual Report on Form 10-K, filed with the SEC on February 26, 2019).
10.2#  Liquidia Technologies, Inc. 2016 Equity Incentive Plan, as amended, and forms of award agreements thereunder (incorporated herein by

reference to Exhibit 10.2 to the Company’s Registration Statement on Form S-1, filed with the SEC on June 28, 2018).
10.3#  Liquidia Technologies, Inc. 2018 Long-Term Incentive Plan, and forms of award agreements thereunder (incorporated herein by reference to

Exhibit 99.3 to the Company’s Registration Statement on Form S-8, filed with the SEC on July 26, 2018).
10.4  Form of Indemnification Agreement with the Company’s executive officers and directors (incorporated herein by reference to Exhibit 10.4

to the Company’s Registration Statement on Form S-1, filed with the SEC on June 28, 2018).
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10.5  Amended and Restated Loan and Security Agreement, dated as of October 26, 2018, by and between the Company and Pacific Western

Bank (incorporated herein by reference to Exhibit 10.1 to the Company’s Quarterly Report on Form 10-Q, filed with the SEC on October 31,
2018).

10.6  First Amendment to Amended and Restated Loan and Security Agreement, dated as of May 21, 2019, by and between the Company and
Pacific Western Bank (incorporated herein by reference to Exhibit 10.2 to the Company’s Quarterly Report on Form 10-Q, filed with the
SEC on August 14, 2019).

10.7+  Inhaled Collaboration and Option Agreement, dated as of June 15, 2012, by and between the Company and Glaxo Group Limited
(incorporated herein by reference to Exhibit 10.14 to the Company’s Registration Statement on Form S-1, filed with the SEC on June 28,
2018).

10.8+  Amendment No. 1 to the Inhaled Collaboration and Option Agreement, dated as of May 13, 2015, by and between the Company and Glaxo
Group Limited (incorporated herein by reference to Exhibit 10.15 to the Company’s Registration Statement on Form S-1, filed with the SEC
on June 28, 2018).

10.9+  Second Amendment to the Inhaled Collaboration and Option Agreement, dated as of November 19, 2015, by and between the Company and
Glaxo Group Limited (incorporated herein by reference to Exhibit 10.16 to the Company’s Registration Statement on Form S-1, filed with
the SEC on June 28, 2018).

10.10++  Amendment No. 3 to the Inhaled Collaboration and Option Agreement, effective as of June 24, 2019, by and between the Company and
Glaxo Group Limited (incorporated herein by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K, filed with the SEC
on June 28, 2019).

10.11+  Amended and Restated License Agreement, dated as of December 15, 2008, by and between the Company and The University of North
Carolina at Chapel Hill (incorporated herein by reference to Exhibit 10.17 to the Company’s Registration Statement on Form S-1, filed with
the SEC on June 28, 2018).

10.12+  First Amendment to Amended and Restated License Agreement, dated as of June 8, 2009, by and between the Company and The University
of North Carolina at Chapel Hill (incorporated herein by reference to Exhibit 10.18 to the Company’s Registration Statement on Form S-1,
filed with the SEC on June 28, 2018).

10.13  Sixth Amendment to Amended and Restated License Agreement, dated as of June 10, 2016, by and between the Company and The
University of North Carolina at Chapel Hill (incorporated herein by reference to Exhibit 10.19 to the Company’s Registration Statement on
Form S 1, filed with the SEC on June 28, 2018).

10.14+  Manufacturing Development and Scale-up Agreement, dated as of March 19, 2012, by and between the Company and Chasm Technologies,
Inc. (incorporated herein by reference to Exhibit 10.20 to the Company’s Registration Statement on Form S-1, filed with the SEC on June
28, 2018).

10.15+  1st Amendment to Manufacturing Development and Scale up Agreement, dated as of May 25, 2017, by and between the Company and
Chasm Technologies, Inc. (incorporated herein by reference to Exhibit 10.21 to the Company’s Registration Statement on Form S 1, filed
with the SEC on June 28, 2018).

10.16#  Amended and Restated Executive Employment Agreement, dated as of January 31, 2018, by and between the Company and Neal Fowler
(incorporated herein by reference to Exhibit 10.22 to the Company’s Registration Statement on Form S-1, filed with the SEC on June 28,
2018).

10.17#  Executive Employment Agreement, dated as of May 22, 2019, by and between the Company and Richard D. Katz, M.D. (incorporated
herein by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K, filed with the SEC on May 22, 2019).

10.18#  Amended and Restated Executive Employment Agreement, dated as of July 25, 2018, by and between the Company and Robert Lippe
(incorporated herein by reference to Exhibit 10.2 to the Company’s Current Report on Form 8-K, filed with the SEC on July 30, 2018).

10.19#  Liquidia Technologies, Inc. Annual Cash Bonus Plan (incorporated herein by reference to Exhibit 10.4 to the Company’s Current Report on
Form 8-K, filed with the SEC on July 30, 2018).

10.20#  Executive Severance and Change in Control Plan (incorporated herein by reference to Exhibit 10.3 to the Company’s Current Report on
Form 8-K, filed with the SEC on July 30, 2018).
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http://www.sec.gov/Archives/edgar/data/1330436/000104746918004801/a2235907zex-10_22.htm
http://www.sec.gov/Archives/edgar/data/1330436/000110465919031113/a19-10472_1ex10d1.htm
http://www.sec.gov/Archives/edgar/data/1330436/000110465918048079/a17-27384_18ex10d2.htm
http://www.sec.gov/Archives/edgar/data/1330436/000110465918048079/a17-27384_18ex10d4.htm
http://www.sec.gov/Archives/edgar/data/1330436/000110465918048079/a17-27384_18ex10d3.htm


 
 
10.21*  Lease Agreement, dated as of June 29, 2007, by and between the Company and Durham KTP Tech 4, LLC, as amended.
10.22  Open Market Sale Agreement℠, dated as of August 23, 2019, by and between the Company and Jefferies LLC (incorporated herein by

reference to Exhibit 1.2 to the Company’s Registration Statement on Form S-3, filed with the SEC on August 23, 2019).
10.23++  Severance Agreement and General Release, effective as of November 30, 2019, by and between Liquidia Technologies, Inc. and Timothy

Albury (incorporated herein by reference to Exhibit 10.1 to the Company’s Current Report on Form 8-K, filed with the SEC on December 4,
2019).

10.24++  Registration Rights Agreement, dated as of December 23, 2019, by and among the Company and the Purchasers party thereto (incorporated
herein by reference to Exhibit 10.2 to the Company’s Current Report on Form 8-K, filed with the SEC on December 26, 2019).

23.1*  Consent of PricewaterhouseCoopers LLP, independent Registered Public Accounting Firm.
31.1*  Certification of Principal Executive Officer pursuant to Rules 13a-14(a) and 15d-14(a), as adopted pursuant to Section 302 of the Sarbanes-

Oxley Act of 2002.
31.2*  Certification of Principal Financial Officer pursuant to Rules 13a-14(a) and 15d-14(a), as adopted pursuant to Section 302 of the Sarbanes-

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

Act of 2002.
32.2**  Certification of 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*  The following materials from Liquidia Technologies, Inc.’s Annual Report on Form 10-K for the year ended December 31, 2019, formatted

in eXtensible Business Reporting Language (XBRL): (i) Balance Sheets as of December 31, 2019 and 2018, (ii) Statements of Operations
and Comprehensive Loss for the years ended December 31, 2019 and 2018 (iii) Statements of Stockholders’ Equity (Deficit) for the years
ended December 31, 2019 and 2018, (iv) Statements of Cash Flows for the years ended December 31, 2019 and 2018 and (v) Notes to
Financial Statements.

 

 
+    Confidential treatment has been granted with respect as to certain portions of this exhibit. Such portions have been redacted and submitted separately to
the SEC.
 
++  Portions of this exhibit have been redacted in compliance with Regulation S-K Item 601(b)(10). The omitted information is not material and would
likely cause competitive harm to the Company if publicly disclosed.
 
* Filed herewith.
 
** Furnished herewith.
 
# Indicates management contract or compensatory plan.
 
 (c) Not applicable
 
Item 16. Form 10-K Summary.
 
None.
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SIGNATURES
 
Pursuant to the requirements of Section 13 or 15(d) 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.
 
   
 Liquidia Technologies, Inc.
  
Date: March 16, 2020 By: /s/ Neal Fowler
 Name:Neal Fowler
 Title: Chief Executive Officer
 
Pursuant to the requirements of the Securities Exchange Act of 1934, report has been signed below by the following persons on behalf of the registrant and
in the capacities and on the dates indicated:
 

Name     Position     Date
     

/s/ Neal Fowler  Director and Chief Executive Officer  March 16, 2020
Neal Fowler  (Principal Executive Officer)   

     
/s/ Richard D. Katz, M.D.  Chief Financial Officer  March 16, 2020

Richard D. Katz, M.D.  (Principal Financial and Accounting Officer)   
     

/s/ Dr. Stephen Bloch  Chairman of the Board of Directors  March 16, 2020
Dr. Stephen Bloch     

     
/s/ Katherine Rielly-Gauvin  Director  March 16, 2020

Katherine Rielly-Gauvin     
     

/s/ Dr. Joanna Horobin  Director  March 16, 2020
Dr. Joanna Horobin     

     
/s/ Arthur Kirsch  Director  March 16, 2020

Arthur Kirsch     
     

/s/ Dr. Seth Rudnick  Director  March 16, 2020
Dr. Seth Rudnick     
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Report of Independent Registered Public Accounting Firm
 
To the Board of Directors and Stockholders of Liquidia Technologies, Inc.
 
Opinion on the Financial Statements
 
We have audited the accompanying balance sheets of Liquidia Technologies, Inc. (the “Company”) as of December 31, 2019 and 2018, and the related
statements of operations and comprehensive loss, of stockholders’ equity (deficit) and of cash flows for the years then ended, including the related notes
(collectively referred to as the “financial statements”). In our opinion, the financial statements present fairly, in all material respects, the financial position of
the Company as of December 31, 2019 and 2018, and the results of its operations and its cash flows for the years then ended in conformity with accounting
principles generally accepted in the United States of America.
 
Substantial Doubt About the Company’s Ability to Continue as a Going Concern
 
The accompanying financial statements have been prepared assuming that the Company will continue as a going concern.  As discussed in Note 2 to the
financial statements, the Company has incurred recurring losses and cash outflows from operations, has an accumulated deficit and has debt maturing within
twelve months that raise substantial doubt about its ability to continue as a going concern.  Management’s plans in regard to these matters are also described
in Note 2. The financial statements do not include any adjustments that might result from the outcome of this uncertainty.
 
Changes in Accounting Principles
 
As discussed in Note 2 to the financial statements, the Company changed the manner in which it accounts for leases in 2019 and the manner in which it
accounts for revenues from contracts with customers in 2018.
 
Basis for Opinion
 
These financial statements are the responsibility of the Company’s management. Our responsibility is to express an opinion on the Company’s financial
statements based on our audits. We are a public accounting firm registered with the Public Company Accounting Oversight Board (United States) (PCAOB)
and are required to be independent with respect to the Company in accordance with the U.S. federal securities laws and the applicable rules and regulations
of the Securities and Exchange Commission and the PCAOB.
 
We conducted our audits of these financial statements in accordance with the standards of the PCAOB. Those standards require that we plan and perform
the audits to obtain reasonable assurance about whether the financial statements are free of material misstatement, whether due to error or fraud. The
Company is not required to have, nor were we engaged to perform, an audit of its internal control over financial reporting.  As part of our audits we are
required to obtain an understanding of internal control over financial reporting but not for the purpose of expressing an opinion on the effectiveness of the
Company's internal control over financial reporting. Accordingly, we express no such opinion.
 
Our audits included performing procedures to assess the risks of material misstatement of the financial statements, whether due to error or fraud, and
performing procedures that respond to those risks. Such procedures included examining, on a test basis, evidence regarding the amounts and disclosures in
the financial statements.  Our audits also included evaluating the accounting principles used and significant estimates made by management, as well as
evaluating the overall presentation of the financial statements. We believe that our audits provide a reasonable basis for our opinion.
 
/s/ PricewaterhouseCoopers LLP
Raleigh, North Carolina
 
March 16, 2020
 
We have served as the Company’s auditor since 2014.
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Liquidia Technologies, Inc.
Balance Sheets
 
  December 31, 2019  December 31, 2018 
Assets         
Current assets:         

Cash  $ 55,796,378  $ 39,534,985 
Accounts receivable, net   —   272,557 
Prepaid expenses and other current assets   590,251   219,057 

Total current assets   56,386,629   40,026,599 
Property, plant and equipment, net   9,253,965   8,130,708 
Operating lease right-of-use assets, net   2,823,430   — 
Prepaid expenses and other assets   378,043   1,260,951 

Total assets  $ 68,842,067  $ 49,418,258 
Liabilities and stockholders’ equity         
Current liabilities:         

Accounts payable  $ 3,498,043  $ 3,235,949 
Accrued compensation   3,164,687   2,515,519 
Accrued stock offering expenses   1,289,413   — 
Other accrued expenses   1,525,919   1,459,182 
Deferred rent   —   268,599 
Current portion of operating lease liabilities   566,390   — 
Current portion of finance lease liabilities   1,244,229   452,703 
Current portion of long-term debt   5,585,637   316,906 

Total current liabilities   16,874,318   8,248,858 
Long-term operating lease liabilities   5,670,971   — 
Long-term finance lease liabilities   1,056,747   376,082 
Long-term deferred rent   —   2,406,084 
Long-term deferred revenue   —   8,071,920 
Long-term debt   10,292,484   11,627,643 

Total liabilities   33,894,520   30,730,587 
Commitments and contingencies (Note 9)         
Stockholders’ equity:         

Preferred stock — 10,000,000 shares authorized as of December 31, 2019 and December 31, 2018, 0 and 0
issued and outstanding as of December 31, 2019 and December 31, 2018, respectively   —   — 
Common stock — $0.001 par value, 40,000,000 shares authorized as of December 31, 2019 and December
31, 2018, 28,231,267 and 15,519,469 issued and outstanding as of December 31, 2019 and December 31,
2018, respectively   28,231   15,520 
Additional paid-in capital   250,158,766   185,726,048 
Accumulated deficit   (215,239,450)   (167,053,897)

Total stockholders’ equity   34,947,547   18,687,671 
Total liabilities and stockholders’ equity  $ 68,842,067  $ 49,418,258 

 
The accompanying notes are an integral part of these financial statements.
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Liquidia Technologies, Inc.
Statements of Operations and Comprehensive Loss
 
  December 31,  
  2019   2018  
Revenues  $ 8,072,120  $ 2,706,981 
Costs and expenses:         
Cost of sales   807,192   121,391 

Research and development   40,491,358   28,699,576 
General and administrative   13,597,119   8,754,088 

Total costs and expenses   54,895,669   37,575,055 
Loss from operations   (46,823,549)   (34,868,074)
Other income (expense):         

Interest income   613,716   304,981 
Interest expense   (1,373,622)   (18,988,176)
Gain on early extinguishment of long-term debt   —   137,695 
Warrant fair value adjustments   —   277,715 

Total other expense, net   (759,906)   (18,267,785)
Net loss   (47,583,455)   (53,135,859)
Other comprehensive loss   —   — 

Comprehensive loss  $ (47,583,455)  $ (53,135,859)
Net loss per common share:         

Basic  $ (2.57)  $ (7.42)
Diluted   (2.59)   (7.51)

Weighted average common shares outstanding:         
Basic   18,482,455   7,163,304 
Diluted   18,371,083   7,078,757 

 
The accompanying notes are an integral part of these financial statements.
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Liquidia Technologies, Inc.
Statement of Stockholders’ Equity (Deficit)
For the Years Ended December 31, 2019 and 2018
 
  Preferred Stock   Common Stock             

  Series A   Series A-1   Series B   Series C   Series C-1   Series D   Voting   Class B Nonvoting  
Additional
Paid-In   Accumulated   Stockholders'  

  Shares   Amount   Shares   Amount   Shares   Amount   Shares   Amount   Shares   Amount   Shares   Amount   Shares   Amount   Shares   Amount   Capital   Deficit   Equity  
Balance as of
December 31,
2017   1,974,430  $ 1,974   1,834,862  $ 1,835   4,496,908  $ 4,497   17,102,578  $ 17,103   17,556,178  $ 17,556   —  $ —   549,952  $ 550   19,645  $ 20  $ 79,677,540  $ (113,413,311)  $ (33,692,236)
Adjustment to
remove partial
shares resulting
from reverse
split   —   —   —   —   —   —   —   —   —   —   —   —   (63)   —   —   —   —   —   — 
Cumulative
adjustment -
adoption of
ASC 606   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   (504,727)   (504,727)
Exercise of
common stock
options   —   —   —   —   —   —   —   —   —   —   —   —   119,793   120   —   —   334,591   —   334,711 
Exercise of
common stock
warrants   —   —   —   —   —   —   —   —   —   —   —   —   48,836   49   —   —   773   —   822 
Stock-based
compensation   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   2,195,075   —   2,195,075 
Issuance of
Series D
preferred stock,
net   —   —   —   —   —   —   —   —   —   —   91,147,482   91,147   —   —   —   —   53,893,361   —   53,984,508 
Initial public
offering   —   —   —   —   —   —   —   —   —   —   —   —   4,833,099   4,833   —   —   53,159,256   —   53,164,089 
Automatic
conversion of
preferred stock
and Class B
common stock   (1,974,430)  (1,974)  (1,834,862)  (1,835)   (4,496,908)   (4,497)   (17,102,578)   (17,103)   (17,556,178)   (17,556)   (91,147,482)   (91,147)   9,967,852   9,968   (19,645)   (20)   124,164   —   — 
Reclassification
of warrant
liabilities   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   2,185,144   —   2,185,144 
IPO financing
costs   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   (5,843,856)   —   (5,843,856)
Net loss   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   (53,135,859)   (53,135,859)
Balance as of
December 31,
2018   —   —   —   —   —   —   —   —   —   —   —   —   15,519,469   15,520   —   —   185,726,048   (167,053,897)   18,687,671 
Cumulative
adjustment -
adoption of
ASC 842   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   (602,098)   (602,098)
Exercise of
common stock
options   —   —   —   —   —   —   —   —   —   —   —   —   32,325   32   —   —   141,295   —   141,327 
Exercise of
common stock
warrants   —   —   —   —   —   —   —   —   —   —   —   —   64,629   64   —   —   649   —   713 
Issuance of
common stock
under stock
incentive plan   —   —   —   —   —   —   —   —   —   —   —   —   40,954   41   —   —   (41)   —   — 
Stock-based
compensation   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   3,376,305   —   3,376,305 
Issuance of
common stock,
net   —   —   —   —   —   —   —   —   —   —   —   —   12,573,890   12,574   —   —   60,914,510   —   60,927,084 
Net loss   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   —   (47,583,455)   (47,583,455)
Balance as of
December 31,
2019   —  $ —   —  $ —   —  $ —   —  $ —   —  $ —   —  $ —   28,231,267  $ 28,231   —  $ —  $ 250,158,766  $ (215,239,450)  $ 34,947,547 
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Liquidia Technologies, Inc.
Statements of Cash Flows
 
  2019   2018  
Operating activities         
Net loss  $ (47,583,455)  $ (53,135,859)
Adjustments to reconcile net loss to net cash used in operating activities:         

Stock-based compensation   3,376,305   2,195,075 
Depreciation and amortization   2,567,742   1,543,667 
Non-cash lease expense   225,537   - 
Loss on disposal of property and equipment   6,587   - 
Amortization of discount and debt issuance costs on long-term debt and convertible notes   75,364   17,550,541 
Non-cash interest expense   —   343,103 
Non-cash gain on early extinguishment of long-term debt   —   (137,695)
Warrant fair value adjustment   —   (277,715)
Non-cash rent (income) expense   —   (206,498)
Changes in operating assets and liabilities:         

Accounts receivable – trade and other   272,557   1,349,622 
Prepaid expenses and other current assets   (371,194)   (67,154)
Other non-current assets   807,192   2,408,097 
Accounts payable   294,514   (1,281,784)
Accrued expenses   (108,707)   (1,055,564)
Accrued compensation   649,168   563,013 
Operating lease liabilities   (422,364)   — 
Deferred revenue   (8,071,920)   (1,621,384)

Net cash used in operating activities   (48,282,674)   (31,830,535)
Investing activities         
Purchases of property, plant and equipment   (1,850,099)   (870,943)
Net cash used in investing activities   (1,850,099)   (870,943)
Financing activities         
Principal payments on finance leases   (998,687)   (608,154)
Payments for finance lease deposits   (34,649)   - 
Proceeds from issuance of long-term debt   5,000,000   11,000,000 
Refund of principal payments on long-term debt   —   588,889 
Principal payments on long-term debt   —   (12,406,010)
Payments for debt issuance costs   —   (397,000)
Proceeds from issuance of Series D preferred stock, net of issuance costs   —   25,106,896 
Proceeds from sale of common stock, net of underwriting fees and commissions   63,039,490   47,320,233 
Payments for offering costs   (754,028)   (2,122,903)
Proceeds from exercise of stock options and warrants   142,040   335,533 
Net cash provided by financing activities   66,394,166   68,817,484 
Net increase in cash   16,261,393   36,116,006 
Cash, beginning of period   39,534,985   3,418,979 
Cash, end of period  $ 55,796,378  $ 39,534,985 
Supplemental disclosure of cash flow information         
Cash paid for interest  $ 887,038  $ 1,094,532 

Cash paid for operating lease liabilities  $ 1,081,582  $ — 

Right of use assets obtained with finance lease liabilities  $ 834,693  $ — 

Purchase of equipment with leases  $ —  $ 456,517 

Changes in purchases of property and equipment in accounts payable and accrued expenses  $ 184,424  $ 25,934 

Purchase of build-to-suit asset with deferred financing obligation  $ —  $ 272,656 

Reclassification of deferred financing obligation to long-term debt  $ —  $ 277,009 

Reclassification of financing costs on deferred financing obligation to discount on long-term debt  $ —  $ 1,614,466 

Recording of discount on long-term debt   —  $ 168,174 

Leasehold improvements paid by landlord  $ 936,104  $ — 

Conversion of accrued interest to long-term debt  $ —  $ 144,993 

Conversion of convertible notes and accrued interest into Series D preferred stock  $ —  $ 28,877,498 

Deferred offering costs and commissions incurred but not paid  $ 1,358,378  $ 108,694 

Exercise of stock options through exchange of vested stock options  $ —  $ 162,156 
 

The accompanying notes are an integral part of these financial statements.
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Liquidia Technologies, Inc.
Notes to Financial Statements
 
 
1. Business
 
Liquidia Technologies, Inc. (“Liquidia” or the “Company”) is a late-stage clinical biopharmaceutical company focused on the development and
commercialization of novel products utilizing the Company’s proprietary PRINT technology to transform the lives of patients. PRINT is a particle
engineering platform that enables precise production of uniform drug particles designed to improve the safety, efficacy and performance of a wide range of
therapies. The Company is currently focused on the development of two product candidates for which it holds worldwide commercial rights: LIQ861 for the
treatment of pulmonary arterial hypertension (“PAH”) and LIQ865 for the treatment of local post-operative pain.
 
The development and commercialization activities are conducted at the Company’s headquarters located in Morrisville, North Carolina. The Company was
incorporated under the laws of the state of Delaware in 2004.
 
 
2. Basis of Presentation and Summary of Significant Accounting Policies
 
Basis of Presentation
 
The Company has prepared the accompanying financial statements in conformity with generally accepted accounting principles in the United States of
America (“GAAP”). Such financial statements reflect all adjustments that are, in management’s opinion, necessary to present fairly, in all material respects,
the Company’s financial position, results of operations and cash flows and are presented in U.S. Dollars.
 
Going Concern
 
The Company’s financial statements have been prepared assuming the Company will continue as a going concern, which contemplates the realization of
assets and the settlement of liabilities and commitments in the normal course of business. The Company's operations have consisted primarily of developing
its technology, developing products, prosecuting its intellectual property and securing financing. The Company has incurred recurring losses and cash
outflows from operations, has an accumulated deficit, and has debt principal payments that commenced in the first quarter of 2020. The Company expects to
continue to incur losses in the foreseeable future and will require additional financial resources to continue to advance its products and intellectual property,
in addition to repaying its maturing debt and other obligations. These conditions raise substantial doubt regarding the Company’s ability to continue as a
going concern.
 
The Company believes that its existing cash will enable it to fund its operating expenses and capital expenditure requirements, make payments of interest
and principal on its term loan facility with Pacific Western Bank, and remain in compliance with its minimum cash covenant of $8.5 million pursuant to this
term loan facility, through August 2020.  The Company has based these estimates on assumptions that may prove to be wrong, and it could utilize its
available capital resources sooner than it expects. The Company will need to raise substantial additional capital to continue its business operations and
remain in compliance with the minimum cash covenant of $8.5 million on its debt during and beyond the third quarter of 2020, in addition to
commercializing LIQ861, if approved. Such capital may not be available on a timely basis, on terms that are favorable to the Company, or at all.
Alternatively, in light of the Company's current limited cash resources, the recent trading price of the Company's common stock, outstanding debt and
associated minimum cash covenant, and based on a review of the status of its programs, resources and capabilities, the Company continues to explore a
wide range of strategic alternatives with the support of its financial advisor, Jefferies LLC, that could maximize stockholder value. The Company's efforts
have been and continue to be focused primarily upon the potential formation of a partnership or a licensing transaction with respect to its lead program,
LIQ861, for the treatment of PAH. Strategic alternatives may also include the sale of some of the Company’s assets or proprietary technologies, or a
potential merger or sale of the Company. There can be no assurance that the Company will be able to enter into such a transaction or transactions on a
timely basis, on terms that are favorable to the Company, or at all. The financial statements do not include any adjustments that might result from the
outcome of this uncertainty.
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Reverse Stock Split
 
On July 12, 2018 and July 19, 2018, the Company’s Board of Directors and stockholders, respectively, approved an amendment to the Company’s amended
and restated certificate of incorporation effecting a 1-for-16.827 reverse stock split of the Company’s issued and outstanding shares of common stock and
convertible preferred stock. The reverse stock split was effective on July 19, 2018. The par value of the common and redeemable convertible preferred stock
was not adjusted as a result of the reverse stock split. All issued and outstanding share and per share amounts included in the accompanying financial
statements have been adjusted to reflect this reverse stock split for all periods presented.
 
Use of Estimates
 
The preparation of financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the reported amounts
of assets and liabilities and disclosure of contingent assets and liabilities as of the date of the financial statements and the reported amounts of revenues and
expenses during the reporting period. Actual amounts could differ from those estimates.
 
Summary of Significant Accounting Policies
 
Cash
 
The Company considers all highly liquid investments with a maturity of three months or less, when purchased, to be cash equivalents. The Company had no
cash equivalents as of December 31, 2019 and 2018.
 
Accounts Receivable
 
Accounts receivable are stated at net realizable value including an allowance for doubtful accounts as of each balance sheet date. The Company has not
recorded an allowance for doubtful accounts during the years ended December 31, 2019 and 2018.
 
Concentration of Credit Risk
 
Financial instruments that potentially subject the Company to concentrations of credit risk consist of cash and accounts receivable. The Company is exposed
to credit risk, subject to federal deposit insurance, in the event of default by the financial institutions holding its cash to the extent of amounts recorded on
the balance sheet. With regard to cash, 100% of the Company’s cash is held on deposit with Pacific Western Bank. With regard to revenues and
concentration of credit risk, GlaxoSmithKline plc (“GSK” and “GSK Inhaled”) accounted for $8.1 and $0.4 million of our revenue during the years
ended December 31, 2019 and 2018, respectively, or 100% and 15%, respectively, of our total revenue, and $0 or 0% of the Company’s accounts receivable
as of December 31, 2019 and 2018.
 
Leases
 
In February 2016, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update (“ASU”) 2016-02, Leases, as amended (Topic
842) (“ASU 2016-02”). The provisions of ASU 2016-02 set out the principles for the recognition, measurement, presentation and disclosure of leases for
both lessees and lessors. The new standard requires lessees to apply a dual approach, classifying leases as either finance or operating leases based on the
principle of whether or not the lease is effectively a financed purchase by the lessee. This classification will determine whether lease expense is recognized
based on an effective interest method or on a straight-line basis over the term of the lease. A lessee is also required to record a right-of-use asset and a lease
liability for all leases with a term of greater than 12 months regardless of their classification. The Company has elected to account for leases with a term of
12 months or less in a similar manner as under existing guidance for operating leases. ASU 2016-02 supersedes the previous lease standard, Topic 840,
Leases. The guidance is effective for public companies with annual periods and interim periods within those annual periods beginning after December 15,
2018. The Company adopted Topic 842, as amended, as of January 1, 2019, using the modified retrospective approach. The modified retrospective approach
provides a method for recording existing leases at adoption that approximates the results of a full retrospective approach in the year of adoption. In addition,
the Company elected the package of practical expedients permitted under the transition guidance within the new standard, which among others, allowed the
Company to carry forward the historical lease classification. Adoption of the new standard resulted in the recording of net lease assets and lease liabilities of
approximately $6.4 million and $9.1 million respectively, as of January 1, 2019. The standard had no impact on cash flows. For operating leases, the asset
and liability will be expensed over the lease term on a straight-line basis, with all cash flows classified as an operating activity in the Statement of Cash
Flows. For finance leases, interest on the lease liability will be recognized separately from the amortization of the right-of-use asset in the Statement of
Operations and Comprehensive Loss and the repayment of the principal portion of the lease liability will be classified as a financing activity, while the
interest component will be classified as an operating activity in the Statement of Cash Flows.
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The net impact of applying Topic 842 was recorded as an adjustment to accumulated deficit of $0.6 million as of January 1, 2019 as follows:
 
  Balance at   Adjustments   Balance at  
  December 31,   Due to   January 1,  
  2018   Topic 842   2019  
Balance Sheet:             
Assets             
Property, plant and equipment, net  $ 8,130,708  $ (107,734)  $ 8,022,974 
Operating lease right-of-use assets, net   —   3,985,071   3,985,071 
             
Liabilities             
Deferred rent   2,674,683   (2,674,683)   — 
Operating lease liabilities   —   6,659,725   6,659,725 
Finance lease liabilities   828,785   1,636,185   2,464,970 
Long-term debt   11,944,549   (1,141,792)   10,802,757 
             
Stockholders’ equity (deficit)             
Accumulated deficit   (167,053,897)   (602,098)   (167,655,995)
 
 
Property, Plant and Equipment
 
Property, plant and equipment are stated at cost. Depreciation of property, plant and equipment is computed using the straight-line method over the
estimated useful lives of the assets beginning when the assets are placed in service. Estimated useful lives for the major asset categories are:
 
Lab and build-to-suit equipment (years) 5 - 7
Office equipment (years)  5  
Furniture and fixtures (years)  10  
Computer equipment (years)  3  

Leasehold improvements
Lesser of life of the asset
or remaining lease term

 
 
Major renewals and improvements are capitalized to the extent that they increase the useful economic life or increase the expected economic benefit of the
underlying asset. Maintenance and repairs are charged to operations as incurred. When items of property, plant and equipment are sold or retired, the related
cost and accumulated depreciation or amortization is removed from the accounts, and any gain or loss is included in operating expenses in the
accompanying Statements of Operations and Comprehensive Loss.
 
Impairment of Long-Lived Assets
 
The Company evaluates long-lived assets for impairment whenever events or changes in circumstances indicate that the carrying value of an asset may not
be recoverable. If the estimated future cash flows (undiscounted and without interest charges) from the use of an asset are less than the carrying value, an
impairment is recorded to reduce the related asset to its estimated fair value. To date, no such impairments have occurred.
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Deferred Rent

 
Rent expense is recognized on a straight-line basis over the life of the lease. The difference between rent expense recognized and rental payments, as
stipulated in the lease, is reflected as deferred rent in the accompanying Balance Sheets and amortized over the life of the lease. In addition, deferred rent
also includes landlord incentives on a portion of the leasehold improvement cost, which is amortized over the life of the lease.
 
Revenue Recognition
 
The Company adopted ASU 2014-09, Revenue from Contracts with Customers (“Topic 606”) and all the related amendments as of January 1, 2018. The
cumulative effect of the change was an increase of $0.5 million to the balance of accumulated deficit on the Balance Sheet as of January 1, 2018.
 
The Company derives revenues primarily from licensing its proprietary PRINT technology and from performing research and development services.
Revenues are recognized as services are performed in an amount that reflects the consideration the Company expects to be entitled to in exchange for those
services and technology.
 
The Company’s research, development and licensing agreements provide for multiple promised goods and services to be satisfied by the Company and
include a license to the Company’s technology in a particular field of study, participation in collaboration committees, performance of certain research and
development services and obligations for certain manufacturing services.
 
The transaction price for these contracts includes non-refundable fees and fees for research and development services. Non-refundable up-front fees which
may include, for example, an initial payment upon effectiveness of the contractual relationship or payment to secure a right for a future license, are recorded
as deferred revenue and recognized into revenue over time as the Company provides the research services under the contract required to advance the
products to the point where the Company is able to transfer control of the licensed technology to the customer (“Technology Transfer”). The contract
consideration may also include additional non-refundable payments due to the Company based on the achievement of research, development, regulatory or
commercialization milestone events. In agreements involving multiple goods or services promised to be transferred to customers, the Company must assess,
at the inception of the contract, whether each promise represents a separate performance obligation (i.e., is “distinct”), or whether such promises should be
combined as a single performance obligation. As these goods and services are considered to be highly interrelated, they may be considered to represent a
single, combined performance obligation. The Company includes an estimate of the probable amount of milestone payments to which it will be entitled in
the transaction price. The estimate requires evaluation of factors which are outside of the Company’s control and significantly limit the Company’s ability to
achieve the remaining milestone payments. Therefore, the Company has not included any future milestone payments in the transaction price allocated to
research, development and licensing agreements as of December 31, 2018 or December 31, 2019. The Company revises the transaction price to include
milestone payments once the specific milestone achievement is not considered to be subject to a significant reversal of revenue. At that time, the estimated
transaction price is adjusted and a cumulative catch-up adjustment is recorded to adjust the amount of revenue to be recognized from the license inception to
the date the milestone was deemed probable of achievement. The milestone is included with other non-refundable up-front fees and recognized into revenue
over time as the Company continues to provide services under the contract through the Company’s Technology Transfer. The amount of revenue recognized
is based on the proportion of total research services performed to date to the expected services to be provided through the Technology Transfer.
 
The estimate of the research services to be provided through the Technology Transfer requires significant judgment to evaluate assumptions regarding the
level of effort required for the Company to have performed sufficient obligations for the customer to be able to utilize the licensed technology without
requiring further services from the Company. If the estimated level of effort changes, the remaining deferred revenue is recognized over the revised period
in which the expected research services and Technology Transfer are required. Changes in estimates occur for a variety of reasons, including but not limited
to (i) research and development acceleration or delays, (ii) customer prioritization of research projects, or (iii) results of research and development activities.
The Company recognizes the consideration it is entitled to receive for research and development services, which are primarily billed quarterly in arrears on
a time and materials basis, as the services are performed (under a proportional performance model) and collection is reasonably assured. Additionally, any
up-front or development milestone payments received are also recognized as revenues, over time, under this same proportional performance model.
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Royalties related to product sales will be recognized as revenue when the sale occurs since payments relate directly to products that will have been fully
developed and for which the Company will have satisfied all of its performance obligations.
 
Segment Data
 
Operating segments are defined as components of an enterprise engaging in business activities from which it may earn revenues and incur expenses, for
which discrete financial information is available and whose operating results are regularly reviewed by the chief operating decision maker in deciding how
to allocate resources and in assessing performance. The Company views its operations and manages its business in one operating segment and all of the
Company operations and long-lived assets are in the United States.
 
Research and Development Expense
 
Research and development costs are expensed as incurred and include direct costs incurred to third parties related to the salaries of, and stock-based
compensation for, personnel involved in research and development activities, contractor fees, grant expenses, administrative expenses and allocations of
research-related overhead costs. Administrative expenses and research-related overhead costs included in research and development expense consist of
allocations of facility and equipment lease charges, depreciation and amortization of assets and insurance directly related to research and development
activities.
 
Patent Maintenance
 
The Company is responsible for all patent costs, past and future, associated with the preparation, filing, prosecution, issuance, maintenance, enforcement
and defense of United States patent applications. Such costs are recorded as general and administrative expenses as incurred. To the extent that the
Company’s licensees share these costs, such benefit is recorded as a reduction of the related expenses.
 
Stock-Based Compensation
 
The Company estimates the grant date fair value of its share-based awards and amortizes this fair value to compensation expense over the requisite service
period or vesting term (see Note 4).
 
Net Loss Per Share
 
Basic net loss per share is calculated by dividing net loss attributable to common stockholders by the weighted average shares outstanding during the period,
without consideration of common stock equivalents.
 
Diluted net loss per share is calculated by adjusting weighted average shares outstanding for the dilutive effect of common stock equivalents outstanding for
the period, determined using the treasury-stock method. For purposes of the diluted net loss per share calculation, stock options and warrants are considered
to be common stock equivalents but are excluded from the calculation of diluted net loss per share because their effect would be anti-dilutive. Due to their
anti-dilutive effect, the calculation of diluted net loss per share for the years ended December 31, 2019 and 2018 does not include the following common
stock equivalent shares:
 

  Year Ended December 31,  
  2019   2018  
Stock Options   1,979,411   1,658,112 
Warrants   111,372   170,925 

Total   2,090,783   1,829,037 
 
For the years ended December 31, 2019 and 2018 the only reconciling item between basic and diluted net loss per share is the impact of the common stock
warrants that are included in the calculation of basic net loss per share since their exercise price is de minimis, but excluded from the calculation of diluted
net loss per share since the impact of such warrants is antidilutive.
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Fair Value of Financial Instruments
 
The carrying values of cash, accounts receivable, and accounts payable at December 31, 2019 and 2018 approximated their fair value due to the short
maturity of these instruments.
 
The Company’s valuation of financial instruments is based on a three-tiered approach, which requires that fair value measurements be classified and
disclosed in one of three tiers. The fair value hierarchy defines a three-level valuation hierarchy for disclosure of fair value measurements as follows:
 

Level 1 — Quoted prices in active markets for identical assets or liabilities;
 

Level 2 — Other than quoted prices included in Level 1 inputs that are observable for the asset or liability, either directly or indirectly; and
 

Level 3 — Unobservable inputs for the asset and liability used to measure fair value, to the extent that observable inputs are not available.
 
The categorization of a financial instrument within the valuation hierarchy is based upon the lowest level of input that is significant to the fair value
measurement. The following tables present the placement in the fair value hierarchy of financial liabilities measured at fair value as of December 31, 2019
and 2018:
 
      Significant          
  Quoted Prices   Other          
  in Active   Observable   Significant      
  Markets   Inputs   Unobservable   Carrying  

December 31, 2019  (Level 1)   (Level 2)   
Inputs (Level

3)   Value  
Pacific Western Bank note - A&R LSA  $ —  $ 14,094,792  $ —  $ 15,878,121 
 
 
      Significant          
  Quoted Prices   Other          
  in Active   Observable   Significant      
  Markets   Inputs   Unobservable   Carrying  

December 31, 2018  (Level 1)   (Level 2)   
Inputs (Level

3)   Value  
Pacific Western Bank Tranche I note - A&R LSA  $ —  $ 10,412,650  $ —  $ 10,802,355 
CSC build-to-suit equipment financing   —   1,311,135   —   1,142,194 

Total  $ —  $ 11,723,785  $ —  $ 11,944,549 
 
The fair value of debt is measured in accordance with ASU 2016-01, Financial Instruments–Overall: Recognition and Measurement of Financial Assets and
Financial Liabilities. The fair value is determined based on the exit price notion using credit spreads and an illiquidity premium for each loan. The credit
spread is determined by the credit risk rating, loan rate index, and maturity date. The illiquidity premium is based on the loan’s credit risk rating.
 
Deferred Offering Costs
 
The Company capitalizes certain legal, professional accounting and other third-party fees that are directly associated with in-process equity financings as
deferred offering costs until such equity financings are consummated. After consummation of the equity financing, these costs are recorded in stockholders’
equity as a reduction of proceeds generated as a result of the offering. As of December 31, 2019 and 2018, the Company recorded deferred offering costs
relating to its financing activities of $0 and $110,365, respectively, which is included in Prepaid Expenses and Other Assets on the Balance Sheets.
 

F-12



 
 
Convertible Instruments
 
The Company has utilized various types of financing to fund its business needs, including convertible debt and convertible preferred stock, in some cases
with corresponding warrants. The Company considered guidance within FASB ASC 470-20, Debt with Conversion and Other Options, (“ASC 470-20”),
ASC 480, Distinguishing Liabilities from Equity (“ASC 480”) and ASC 815, Derivatives and Hedging (“ASC 815”), when accounting for the issuance of
convertible securities. Additionally, the Company reviewed the instruments to determine whether they were freestanding or contain an embedded derivative
and, if so, whether they should be classified in permanent equity, mezzanine equity or as a liability at each reporting period until the amount is settled and
reclassified into equity.
 
When multiple instruments were issued in a single transaction, the Company allocated total proceeds from the transaction among the individual freestanding
instruments identified. The allocation was made after identifying all the freestanding instruments and the subsequent measurement basis for those
instruments. The subsequent measurement basis determines how the proceeds were allocated. Generally, proceeds were allocated based on one of the
following methods:
 

 • Fair value method — The instrument being analyzed is allocated a portion of the proceeds equal to its fair value, with the remaining proceeds
allocated to the other instruments as appropriate.

 

 • Relative fair value method — The instrument being analyzed is allocated a portion of the proceeds based on the proportion of its fair value to
the sum of the fair values of all the instruments covered in the allocation.

 

 • Residual value method — The instrument being analyzed is allocated the remaining proceeds after an allocation is made to all other
instruments covered in the allocation.

 
Generally, when there are multiple instruments issued in a single transaction that have different subsequent measurement bases, the proceeds from the
transaction are first allocated to the instrument that is subsequently measured at fair value (i.e., instruments accounted for as derivative liabilities) at its
issuance date fair value, with the residual proceeds allocated to the instrument not subsequently measured at fair value. In the event both instruments in the
transaction are not subsequently measured at fair value (i.e., equity-classified instruments), the proceeds from the transaction are allocated to the
freestanding instruments based on their respective fair values, using the relative fair value method.
 
After the proceeds are allocated to the freestanding instruments, resulting in an initial discount on the host contract, those instruments were further evaluated
for embedded features (i.e., conversion options) that require bifurcation and separate accounting as a derivative financial instrument pursuant to ASC 815.
Embedded derivatives were initially and subsequently measured at fair value. Under ASC 815, a portion of the proceeds received upon the issuance of the
hybrid contract was allocated to the fair value of the derivative.
 
The Company accounted for convertible instruments in which it is determined that the embedded conversion options should not be bifurcated from their
host instruments in accordance with ASC 470-20. Under ASC 470-20, the Company recorded, when necessary, discounts to convertible notes or convertible
preferred stock for the intrinsic value of conversion options embedded in the convertible instruments based upon the differences between the fair value of
the underlying common stock at the commitment date of the transaction and the effective conversion price embedded in the convertible instrument, unless
limited by the proceeds allocated to such instrument.
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Warrant Liabilities
 
The Company had classified warrants to purchase shares of preferred stock as liabilities on its Balance Sheets as these warrants were freestanding financial
instruments that would require the Company to issue convertible securities upon exercise. The warrants were initially recorded at fair value on date of grant,
and were subsequently remeasured to fair value at each reporting period. Changes in fair value of the warrants were recognized as a component of other
income (expense) in the Statements of Operations and Comprehensive Loss. In conjunction with the Company’s initial public offering (“IPO”) in 2018, the
warrants were converted to warrants for common stock. Following that conversion, these warrants no longer met the criteria to be presented as a liability
and have been reclassified to additional paid-in capital. The Company will no longer include the warrants as liabilities or recognize changes in their fair
value on the Statements of Operations and Comprehensive Loss.
 
Embedded Derivatives
 
Embedded derivatives that were required to be bifurcated from the underlying instrument were accounted for and valued as a separate financial instrument.
In conjunction with the Company’s convertible notes, embedded derivatives exist associated with the future consummation of a qualified financing event, as
defined in the notes, and a subsequent discounted conversion of the instrument to capital stock. The embedded derivatives were bifurcated and classified as
derivative liabilities on the Balance Sheets and separately adjusted to their fair values at the end of each reporting period. Changes in fair values of the
derivative liabilities are recognized as a component of other income (expense) in the Statements of Operations and Comprehensive Loss. These embedded
derivatives were eliminated upon conversion of the underlying convertible notes into Series D preferred stock, $0.001 par value per share (“Series D”) (see
Note 3).
 
Issuance Costs Related to Equity and Debt
 
The Company allocated issuance costs between the individual freestanding instruments identified on the same basis as proceeds were allocated. Issuance
costs associated with the issuance of stock or equity contracts (i.e., equity-classified warrants and convertible preferred stock) were recorded as a charge
against the gross proceeds of the offering. Any issuance costs associated with the issuance of liability-classified warrants were expensed as incurred.
Issuance costs associated with the issuance of debt (i.e., convertible debt) was recorded as a direct reduction of the carrying amount of the debt liability, but
limited to the notional value of the debt. The Company accounted for debt as liabilities measured at amortized cost and amortizes the resulting debt discount
to interest expense using the straight-line method over the expected term of the notes pursuant to ASC 835, Interest (“ASC 835”). To the extent that the
reduction from issuance costs of the carrying amount of the debt liability would reduce the carrying amount below zero, such excess was recorded as
interest expense.
 
Income Taxes
 
The asset and liability method is used in the Company’s accounting for income taxes. Under this method, deferred tax assets and liabilities are determined
based on differences between financial reporting and tax bases of assets and liabilities and are measured using the enacted tax rates and laws that are
expected to be in effect when the differences are expected to reverse. The Company records a valuation allowance against deferred tax assets when
realization of the tax benefit is uncertain.
 
A valuation allowance is recorded, if necessary, to reduce net deferred taxes to their realizable values if management believes it is more likely than not that
the net deferred tax assets will not be realized.
 
The Company may recognize the tax benefit from an uncertain tax position only if it is more likely than not that the tax position will be sustained on
examination by the taxing authorities based on the technical merits of the position. The tax benefits recognized in the financial statements from such a
position are measured based on the largest benefit that has a greater than 50% likelihood of being realized upon ultimate settlement.
 
On December 22, 2017, the Tax Cuts and Jobs Act (the "TCJA") was enacted into law. This law includes significant changes to the U.S. corporate income
tax system, including a permanent reduction in the corporate income tax rate from 35% to 21%, limitations on the deductibility of interest expense and
executive compensation and the transition of U.S. international taxation from a worldwide system to a territorial tax system. For taxpayers with revenues
over a certain threshold, the TCJA also limits interest expense deductions to 30% of taxable income before interest, depreciation and amortization from
2018 to 2021 and then taxable income before interest thereafter. The TCJA permits disallowed interest expense to be carried forward indefinitely. The
Company calculated its best estimate of the impact of the TCJA in its income tax provision for the year ended December 31, 2017 in accordance with its
understanding of the TCJA and guidance available at the time. The overall impact of the TCJA resulted in a decrease to the deferred tax assets and a
corresponding decrease to the valuation allowance of $14.1 million. Using the guidance issued by the SEC staff in Staff Accounting Bulletin No. 118, the
Company completed its accounting for the TCJA during the fourth quarter of 2018.
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Recent Accounting Pronouncements
 
In October 2018, the FASB issued ASU 2018-18, Collaborative Arrangements (Topic 808): Clarifying the Interaction between Topic 808 and Topic 606
("ASU 2018-17"). The provisions of ASU 2018-18 clarify when certain transactions between collaborative arrangement participants should be accounted
for under ASC 606 and incorporates unit-of-account guidance consistent with ASC 606 to aid in this determination. The guidance is effective for annual
periods and interim periods within those annual periods beginning after December 15, 2019, with early adoption permitted, and is effective for the Company
for the year ending December 31, 2020. The Company is currently evaluating the impact that the implementation of this standard will have on the
Company's financial statements.
 
 
3. Stockholders’ Equity
 
Authorized Capital
 
As of December 31, 2019, the authorized capital of the Company consists of 50,000,000 shares of capital stock, $0.001 par value per share, of which
40,000,000 shares are designated as common stock and 10,000,000 shares are designated as preferred stock.
 
Preferred Stock
 
In February 2018, the Company received proceeds of $25.6 million in exchange for the corresponding sale of Series D and related rights offering to new and
existing investors. The applicable issue price per share for the Series D was $0.59808, subject to adjustment as provided in the certificate of incorporation.
In addition, all outstanding convertible notes, plus accrued interest, totaling $28.9 million were converted into Series D at the same price per share without a
discount. Outstanding warrants to purchase shares of Series C-1 preferred stock, $0.001 par value per share (“Series C-1”), were converted to warrants to
purchase the equivalent number of shares of Series D. All references herein to these warrants refer to them as warrants to purchase Series D. In total,
91,147,482 shares of Series D were issued. Each share of Series D was convertible at any time into a share of common stock with such conversion ratio
subject to future adjustment. Conversion was automatic upon a qualified financing, as defined in the certificate of incorporation. Each series of preferred
stock had anti-dilution protection in the event of a dilutive issuance, as defined in the certificate of incorporation. The Series D was senior to all other series
of preferred stock.
 
Common Stock
 
Upon any voluntary or involuntary liquidation, dissolution or winding up of the affairs of the Company, the holders of the common stock shall be entitled to
receive that portion of the remaining funds to be distributed to the stockholders, subject to the liquidation preferences of any outstanding preferred stock, if
any. Such funds shall be paid to the holders of common stock on the basis of the number of shares so held by each of them.
 
In the third quarter of 2018, the Company closed the IPO of 4,833,099 shares of common stock, including the underwriters’ partial exercise of their over-
allotment option in connection therewith, which resulted in aggregate net proceeds of $47.3 million, after underwriting discounts and the payment of other
offering expenses. In conjunction with the Company’s IPO, all outstanding shares of convertible preferred stock were converted into an aggregate of
9,948,207 shares of common stock and the Class B non-voting common stock, $0.001 par value per share, was converted into shares of voting common
stock.
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In March 2019, the Company closed an underwritten follow-on offering of 3,000,000 shares of its common stock at a public offering price of $11.50 per
share. The gross proceeds from the offering were $34.5 million and net proceeds were $31.8 million, after deducting underwriting discounts and
commissions and other offering expenses.
 
In August 2019, the Company entered into a sales agreement (the “ATM Agreement”) with Jefferies LLC (“Jefferies”) to issue and sell shares of the
Company’s common stock, having an aggregate offering price of up to $40.0 million, from time to time during the term of the ATM Agreement, through an
“at-the-market” equity offering program at the Company’s sole discretion, under which Jefferies will act as the Company’s agent and/or principal. The
Company will pay Jefferies a commission up to 3.0% of the gross proceeds of any common stock sold through Jefferies under the ATM Agreement. During
the year ended December 31, 2019, the Company sold 2,409,356 shares of common stock for gross proceeds of $8.4 million and net proceeds were $8.1
million, after deducting underwriting discounts and other offering expenses under the ATM Agreement.
 
On December 23, 2019, the Company entered into a Common Stock Purchase Agreement (the “Purchase Agreement”) with certain institutional accredited
investors (the “Purchasers”) for the sale by the Company in a private placement (the “Private Placement”) of an aggregate of 7,164,534 shares (the “Private
Placement Shares”) of common stock, at a purchase price of $3.13 per Private Placement Share. The closing of the Private Placement occurred on
December 27, 2019. The Company granted the Purchasers indemnification rights with respect to its representations, warranties, covenants and agreements
under the Purchase Agreement. The gross proceeds from the sale of the Private Placement Shares were $22.4 million and net proceeds were $21.0 million,
after deducting placement agent fees and offering expenses.
 
Warrants
 
Pursuant to the terms of the warrants, upon the conversion of the preferred stock underlying the warrants into common stock, the warrants automatically
become exercisable for common stock based upon the conversion ratio of the underlying preferred stock.
 
Upon closing of the Series D financing, the Company had warrants outstanding to purchase 3,698,128 shares of Series D. In conjunction with the IPO in the
third quarter of 2018, these warrants were automatically converted into warrants to purchase 219,761 shares of common stock. During the years ended
December 31, 2019 and 2018, 64,629 and 48,836 warrants to purchase shares of common stock were exercised, respectively. As of December 31, 2019,
there are outstanding warrants to purchase 106,274 shares of common stock with an exercise price of $0.0168 per share. The warrants expire on December
31, 2026.
 
 
4. Stock-Based Compensation
 
The Company’s 2018 Long-Term Incentive Plan (the “2018 Plan”) was approved by stockholders in July 2018. In addition to stock options, the 2018 Plan
provides for the granting of stock appreciation rights, stock awards, stock units, and other stock-based awards. A total of 1,600,000 shares of the Company’s
common stock was initially authorized and reserved for issuance under the 2018 Plan. This reserve will automatically increase each subsequent anniversary
of January 1 through 2028, by an amount equal to the smaller of (a) 4% of the number of shares of common stock issued and outstanding on the
immediately preceding December 31, or (b) an amount determined by the Board of Directors (the “Evergreen Provision”).
 
On January 1, 2019, the number of shares of common stock available for issuance under the 2018 Plan automatically increased by 620,778 shares from
1,600,000 shares to 2,220,778 shares pursuant to the Evergreen Provision. On January 1, 2020, the number of shares of common stock available for issuance
under the 2018 Plan automatically increased by 1,129,250 shares from 1,287,561 shares to 2,416,811 shares pursuant to the Evergreen Provision. The 2018
Plan provides for accelerated vesting under certain change of control transactions. As of December 31, 2019, there were 1,287,561 shares of common stock
available for issuance under 2018 Plan.
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The 2018 Plan replaced the 2016 and 2004 Plans as the Company’s primary long-term incentive program. The 2016 and 2004 Plans were discontinued
following stockholder approval of the 2018 Plan, but the outstanding awards under the 2016 and 2004 Plans will continue to remain in effect in accordance
with their terms. Shares that are returned under the 2016 and 2004 Plans upon cancellation, termination or otherwise of awards outstanding under the 2016
and 2004 Plans will not be available for grant under the 2018 Plan. As of December 31, 2019, the Company had reserved for issuance 733,820 shares of
common stock under the 2016 Plan and 397,177 shares of common stock under the 2004 Plan representing the remaining outstanding options granted under
the 2016 and 2004 Plans.
 
Stock-Based Compensation Valuation and Expense
 
The Company accounts for its employee stock-based compensation plans using the fair value method. The fair value method requires the Company to
estimate the grant-date fair value of its stock-based awards and amortize this fair value to compensation expense over the requisite service period or vesting
term. The fair value of each option grant is estimated using a Black-Scholes option-pricing model.
 
For restricted stock units (“RSUs”), the grant-date fair value is based upon the market price of the Company’s common stock on the date of the grant. This
fair value is then amortized to compensation expense over the requisite service period or vesting term.
 
Stock-based compensation expense is recognized net of estimated forfeitures such that expense is recognized only for those stock-based awards that are
expected to vest. A forfeiture rate is estimated at the time of grant and revised, if necessary, in subsequent periods if actual forfeitures materially differ from
initial estimates.
 
The Company recorded the following stock-based compensation expense:
 

  Year Ended December 31,  
By Expense Category:  2019   2018  
Research and development  $ 1,119,382  $ 649,052 
General and administrative   2,256,923   1,546,023 

Total  $ 3,376,305  $ 2,195,075 
 

  Year Ended December 31,  
By Type of Award:  2019   2018  
Stock Options  $ 3,240,376  $ 1,881,800 
Restricted Stock Units   135,929   313,275 

Total  $ 3,376,305  $ 2,195,075 
 
 
The following table summarizes the unamortized compensation expense and the remaining years over which such expense would be expected to be
recognized, on a weighted-average basis, by type of award:
 

  As of December 31, 2019  

  
Unamortized

Expense   

Weighted
Average

Remaining
Recognition

Period
(Years)  

Stock Options  $ 7,989,431   2.70 
Restricted Stock Units  $ 221,462   2.62 
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Stock Options
 
The following table summarizes the assumptions used for estimating the fair value of stock options granted under the Black-Scholes option-pricing model
during:
 
  Year Ended  
  December 31,  
  2019   2018  
Expected dividend yield   —%     —%   
Risk-free interest rate  1.40% - 2.40%   2.67% - 3.01%  
Expected Volatility  83% - 88%   78% - 99%  
Expected life (years)   6.04     6.25   
Weighted-average fair value per share   $8.00     $7.25   
 
The following describes each of these assumptions and the Company’s methodology for determining each assumption:
 
Expected Dividend Yield
The dividend yield percentage is zero because the Company neither currently pays dividends nor intends to do so during the expected option term.
 
Risk-Free Interest Rate
The risk-free interest rate is based on the U.S. Treasury yield curve approximating the term of the expected life of the award in effect on the date of grant.
 
Expected Volatility
Expected stock price volatility is based on an average of several peer public companies. For purposes of identifying peer companies, the Company
considered characteristics such as industry, length of trading history and similar vesting terms.
 
Expected Life
The expected life represents the period the awards are expected to be outstanding. The Company’s historical share option exercise experience does not
provide a reasonable basis upon which to estimate an expected term because of a lack of sufficient data. Therefore, the Company estimates the expected
term by using the simplified method.
 
The following table summarizes the Company’s stock option activity during the year ended December 31, 2019:
 

  
Number of

Shares   

Weighted
Average
Exercise

Price   

Weighted
Average

Contractual
Term

(in years)   

Aggregate
Intrinsic

Value  
Outstanding as of December 31, 2018   1,658,112  $ 8.76         
Granted   715,108  $ 11.39         
Exercised   (32,325)  $ 4.37         
Cancelled   (287,919)  $ 11.65         
Outstanding as of December 31, 2019   2,052,976  $ 9.33   7.70  $ 235,669 
Exercisable as of December 31, 2019   858,667  $ 7.27   6.09  $ 232,690 
Vested and expected to vest as of December 31, 2019   1,865,715  $ 9.16   7.58  $ 235,533 
 
The aggregate intrinsic value of stock options in the table above represents the difference between the $4.28 closing price of the Company’s common stock
as of December 31, 2019 and the exercise price of outstanding, exercisable, and vested and expected to vest in-the-money stock options.
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The following table summarizes information about the Company’s stock options as of December 31, 2019:
 

Exercise Price or Range of Exercise Price   Options Outstanding    

Weighted Average
Contractual Life

(Years)    Options Exercisable  
$1.85 to $5.89    530,657    5.55    411,949 
$7.80 to $9.01    32,250    9.37    425 

 $9.31     637,229    7.79    312,197 
$10.04 to $21.36    852,840    8.90    134,096 

    2,052,976    7.70    858,667 
 
Additional information related to our stock options is summarized below:
 

  Year Ended December 31,  
  2019   2018  
Intrinsic value of options exercised  $ 266,040  $ 2,097,888 
Fair value of options vested  $ 4,131,982  $ 512,373 

 
 
During the years ended December 31, 2019 and 2018, 32,325 and 119,793 stock options were exercised for the purchase of shares of common stock for total
cash proceeds of $141,347 and $334,711, respectively.
 
Restricted Stock Unit Awards
 
During the year ended December 31, 2018, the Board of Directors approved grants of 185,768 non-performance-based RSUs to employees. RSUs represent
the right to receive shares of common stock of the Company at the end of a specified time period. The RSUs vest over a four-year period similar to stock
options. RSUs can only be settled in shares of the Company’s common stock.
 
A summary of nonvested RSU awards outstanding as of December 31. 2019 and changes during the year then ended is as follows:
 

  Number of RSUs   

Weighted Average
Grant-Date
Fair Value
(per RSU)  

Nonvested as of December 31, 2018   185,768  $ 11.04 
Granted   --   -- 
Vested   (40,954)   11.09 
Forfeited   (137,321)   10.05 
Nonvested as of December 31, 2019   7,493  $ 28.87 

 
 
Employee Stock Purchase Plan
 
On May 8, 2019, the Company’s stockholders approved the Liquidia Technologies, Inc. 2019 Employee Stock Purchase Plan (the “ESPP”). A total of
300,000 shares of the Company’s common stock have been reserved for issuance under the ESPP. Subject to any plan limitations, the ESPP allows eligible
employees to contribute through payroll deductions up to $25,000 per year of their earnings for the purchase of the Company’s common stock at a
discounted price per share. The offering periods are six months each and begin in March and September of each year, with the initial offering period
commencing on September 3, 2019. Unless otherwise determined by the administrator, the Company’s common stock will be purchased for the accounts of
employees participating in the ESPP at a price per share that is 85% of the fair market value of the Company’s common stock on the last trading day of the
offering period.
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As of December 31, 2019, the Company had collected $8,129 in proceeds pursuant to the ESPP. Based upon 85% of the closing price on December 31,
2019 of $4.28, approximately 2,200 shares could be purchased based upon employee withholdings as of December 31, 2019.
 
 
5. License Agreements
 
The Company performs research under a license agreement with The University of North Carolina at Chapel Hill (“UNC”) as amended to date (the “UNC
Letter Agreement”). As part of the UNC Letter Agreement, the Company holds an exclusive license to certain research and development technologies and
processes in various stages of patent pursuit, for use in its research and development and commercial activities, with a term until the expiration date of the
last to expire patent subject to the UNC Letter Agreement, subject to industry standard contractual compliance. Under the UNC Letter Agreement, the
Company is obligated to pay UNC royalties equal to a low single digit percentage of all net sales of drug products whose manufacture, use or sale includes
any use of the technology or patent rights covered by the UNC Letter Agreement. The Company may grant sublicenses of UNC licensed intellectual
property in return for specified payments based on a percentage of any fee, royalty or other consideration received.
 
 
6. Revenue From Contracts With Customers
 
The following tables represent a disaggregation of revenue by each significant research, development and licensing agreement and payment type for the
years ended December 31, 2019 and 2018:
 
  2019 Revenue Recognized From      
  Non-Refundable Payments   Research and      
      Up front   Development      
  Milestones   Payments   Services   Total  
GSK Inhaled  $ 1,345,320  $ 6,726,600  $ —  $ 8,071,920 
Other   —   —   200   200 

Total  $ 1,345,320  $ 6,726,600  $ 200  $ 8,072,120 
 
 
  2018 Revenue Recognized From      
  Non-Refundable Payments   Research and      
      Up front   Development      
  Milestones   Payments   Services   Total  
GSK Inhaled  $ 45,058  $ 225,293  $ 168,000  $ 438,351 
Other   —   943,419   1,325,211   2,268,630 

Total  $ 45,058  $ 1,168,712  $ 1,493,211  $ 2,706,981 
 
In September 2015, GSK Inhaled exercised the option to permanently license the technology for a non-refundable payment to the Company of $15.0
million. Pursuant to the license provisions of the collaboration agreement, GSK Inhaled is potentially required to pay the Company for certain milestones
reached in addition to tiered royalties on the worldwide sales of the licensed products at percentages ranging from the mid-single digits to low-single digits
depending on the total number of products developed and other royalty step-down events with a fixed low-single digit royalty floor. In February 2016, GSK
Inhaled paid the Company a $3.0 million milestone payment pursuant to the collaboration agreement. The combined $18 million in up-front and milestone
payments was subject to deferral pursuant to the adoption of ASC 606 and the revenue policy described herein.
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In July 2018, GSK notified the Company of its plans to discontinue development of the inhaled antiviral for viral exacerbations in chronic obstructive
pulmonary disease under the GSK Inhaled collaboration agreement after completion of the related Phase 1 clinical trial. In June 2019, the Company and
GSK executed the third amendment to the collaboration agreement providing the Company rights to develop and commercialize additional inhaled
programs at the Company’s sole cost. This amendment granted the Company the right to develop three additional molecular entities for application in
inhaled programs using the Company’s PRINT technology and a mechanism to acquire further molecular entities for inhaled applications. New inhaled
programs developed under this amendment would carry milestone and royalty payments due to GSK upon initiation of Phase 3 studies and subsequent
commercialization, respectively. This amendment, among other factors including the lack of continued performance anticipated by the Company and GSK
under the original agreement, led the Company to the belief that no further research and development services will be provided to GSK under the
collaboration agreement and the earnings process related to the up front and development milestone payments previously received under the collaboration
agreement was completed under the proportional performance model. Therefore, the remaining deferred revenue of $8.1 million was recognized as revenue
during the year ended December 31, 2019. If GSK were to request additional services under the original agreement, which the Company believes is a
remote likelihood, the Company does not expect the value of any incremental efforts that the Company might agree to perform to be material. Any potential
milestone or royalty payments from the Company to GSK associated with this amendment will be recorded as operating expenses. Accordingly, in January
2020, the Company notified GSK of its intent to terminate the GSK Inhaled collaboration agreement based upon GSK's lack of performance under the
agreement, which the Company believes constitutes a material breach of the agreement. In February 2020, the Company received a letter from GSK
disputing the Company’s basis for termination. The parties are currently attempting to resolve the dispute pursuant to the terms of the agreement.
 
In June 2016, the Company entered into a development and license agreement with G&W Laboratories (“G&W”) to develop multiple products for topical
delivery in dermatology using the Company’s PRINT technology (the “G&W Agreement”). The first non-refundable up-front fee of $1.0 million was
received in June 2016. Research and development services commenced in July 2016 on the first program pursuant to this agreement. In April 2018, the
Company and G&W mutually agreed to terminate the G&W Agreement. As a result, during the second quarter of 2018, the remaining unamortized balances
in the related deferred revenue and deferred sublicense payments of $0.9 million and $0.1 million, respectively, were fully recorded as Revenues and Cost of
Sales, respectively, in the Statement of Operations and Comprehensive Loss for the year ended December 31, 2018.
 
Deferred Sublicense Payments
 
Sublicense payments to UNC are considered direct and incremental fulfillment costs of the Company’s research, development and licensing agreements as
the PRINT technology resources used by the Company are continually researched by UNC. These costs are deferred and then amortized into Cost of Sales
over the same estimated period of benefit as the period of the underlying revenue recognition. In conjunction with the June 2019 amendment to the GSK
collaboration agreement, the balance of deferred sublicense payments of $807,192 were expensed to Cost of Sales in the same period. As of
December 31, 2019, the balances of these unamortized payments was $0. As of December 31, 2018, the balances of these unamortized payments included in
current and long-term prepaid expenses and other assets was $0 and $807,192, respectively.
 
 
7. Property, Plant and Equipment
 
Property, plant and equipment consisted of the following:
 
  December 31,   December 31,  
  2019   2018  
Lab and build-to-suit equipment  $ 7,562,263  $ 7,266,895 
Office equipment   128,669   130,460 
Furniture and fixtures   237,951   205,051 
Computer equipment   804,046   799,515 
Leasehold improvements   11,762,351   8,878,361 
Construction-in-progress   91,797   155,148 

Total property, plant and equipment   20,587,077   17,435,430 
Accumulated depreciation and amortization   (11,333,112)   (9,304,722)

Property, plant and equipment, net  $ 9,253,965  $ 8,130,708 
 

F-21



 
 
The Company recorded depreciation and amortization expense of $2,567,742 and $1,543,667 for the years ended December 31, 2019 and 2018,
respectively. Maintenance and repairs are expensed as incurred and were $220,658 and $153,278, respectively, for the years ended December 31, 2019 and
2018.
 
In December 2016, the Company executed an agreement with a commercial manufacturer to build a PRINT particle fabrication line for the production of
LIQ861. The ultimate cost was approximately $1.6 million. The Company financed this transaction with a third-party vendor, CSC Leasing Company
(“CSC”). CSC made payments to the manufacturer per the payment schedule in the agreement as the asset was fabricated. CSC charged the Company
a monthly lease rate on the scheduled payments made to the manufacturer as interim financing costs until the asset was completed and placed in service.
Upon completion of fabrication, the lease commenced in March 2018 (“CSC Financing”).
 
In accordance with ASC 840, Leases, for build-to-suit arrangements where the Company is involved in the fabrication of an asset prior to the
commencement of the ultimate financing or takes some level of construction risk, the Company is considered the accounting owner of the assets during the
fabrication period. Accordingly, during the fabrication phase, the Company recorded a construction-in-progress asset within Property, Plant and Equipment
and a corresponding deferred financing obligation liability for contributions by CSC toward fabrication. Upon completion of the fabrication in March 2018,
since the Company maintained substantially all of the risk and rewards of ownership of the asset, the Company recorded the transaction as a financing,
continuing to record the asset and reclassifying the deferred financing obligation to debt. In accordance with Topic 842, Leases, the CSC Financing was
recharacterized as a finance lease in the first quarter of 2019 and accounted for accordingly (see Note 9).
 
The following table details the activity of Construction in Progress (“CIP”) in 2019 and 2018 and the associated transfer to Leasehold Improvements and
Lab Equipment when the assets were placed in service:
 
  Leasehold   Build-to-suit   Lab      
  Improvements   Equipment   Equipment   Total  
Balance as of December 31, 2017  $ 1,208,107  $ 1,583,054  $ 39,246  $ 2,830,407 

Add: Purchases related to CIP   425,438   82,687   114,102   622,227 
Less: Transfer due to being placed in service   (1,570,194)   (1,665,741)   (61,551)   (3,297,486)

Balance as of December 31, 2018   63,351   —   91,797   155,148 
Add: Purchases related to CIP   2,820,640   —   —   2,820,640 
Less: Transfer due to being placed in service   (2,883,991)   —   —   (2,883,991)

Balance as of December 31, 2019  $ -  $ -  $ 91,797  $ 91,797 
 
The Construction in Progress balance includes $0 and $3,925 of capitalized interest costs for the years ended December 31, 2019 and 2018, respectively.
 
 
8. Income Taxes
 
No provision for federal and state income tax expense has been recorded for the years ended December 31, 2019 and 2018 due to the valuation allowance
recorded against the net deferred tax asset and recurring losses.
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Deferred income taxes reflect the net tax effect of temporary differences between the carrying amount of assets and liabilities for financial reporting
purposes and the amounts used for income tax purposes. Significant components of the Company’s deferred tax assets and liabilities are as follows at
December 31, 2019 and 2018:
 
  2019   2018  
Deferred income tax assets:         

Tax loss carryforwards  $ 42,107,372  $ 30,239,898 
Deferred revenue   —   1,856,507 
Research and development credits   3,016,889   2,382,047 
Stock-based compensation   973,905   489,694 
Lease liability   1,508,645   — 
Compensation   564,572   431,649 
Fixed assets   —   160,784 
Patent amortization   86,985   97,942 
Other   55,972   669,151 
Valuation allowance   (47,505,967)   (36,327,672)

Total deferred income tax assets   808,373   — 
Deferred income tax liabilities:         

Fixed assets   158,787   — 
Operating leases   649,586   — 

Total deferred income tax liabilities   808,373   — 
Total net deferred tax  $ —  $ — 
 
 
As of December 31, 2019 and 2018, the Company established a full valuation allowance against its net deferred tax assets since, at the time, the Company
could not assert that it was more likely than not that its deferred tax assets would be realized. As a result, there was an increase in the valuation allowance in
2019 of $11,178,295.
 
As of December 31, 2019, the Company had federal and state income tax loss carryforwards of $97,268,927 and $184,191,027, respectively, which begin to
expire in 2024 for federal purposes and in 2019 for state purposes. As of December 31, 2019, the Company had federal and state income tax loss
carryforwards of $85,765,810 and $778,925, respectively, which carryforward indefinitely. In addition, the Company has tax credit carryforwards for federal
tax purposes of $3,175,600 as of December 31, 2019, which begin to expire in 2026. The utilization of net operating loss and tax credit carryforwards to
reduce future income taxes will depend on the Company’s ability to generate sufficient taxable income prior to the expiration of the loss carryforwards.
 
The Internal Revenue Code of 1986, as amended, contains provisions which limit the ability to utilize the net operating loss carryforwards in the case of
certain events, including significant changes in ownership interests. If the Company’s net operating loss carryforwards are limited, and the Company has
taxable income which exceeds the permissible yearly net operating loss carryforwards, the Company would incur a federal income tax liability even though
net operating loss carryforwards would be available in future years.
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The reasons for the difference between actual income tax expense for the years ended December 31, 2019 and 2018 and the amount computed by applying
the statutory federal income tax rate to income before income tax are as follows:
 
  2019   2018  
      % of Pretax       % of Pretax  
  Amount   Earnings   Amount   Earnings  
Income tax benefit at statutory rate  $ (10,019,974)   21.0% $ (11,158,530)   21.0%
State income taxes, net of federal tax benefit   (957,616)   2.0   (1,062,492)   2.0 
Non-deductible expenses   94,903   (0.2)   6,810   — 
Stock-based compensation   258,338   (0.5)   10,925   — 
Non-deductible interest expense   —   —   4,074,501   (7.7)
Derivative and warrant fair value adjustments   —   —   (63,873)   0.1 
Credits   (634,842)   1.3   —   — 
Change in state rate   3,887   —   (2,842)   — 
Other   77,009   (0.1)   (139,660)   0.3 
Change in valuation allowance   11,178,295   (23.5)   8,335,161   (15.7)
Provision for income taxes  $ —   0.0% $ —   0.0%
 
 
The Company has determined that there may be a future limitation on the Company’s ability to utilize its entire federal R&D credit carryover. Therefore, the
Company recognized an uncertain tax benefit associated with the federal R&D credit carryover during the years ended December 31, 2019 and 2018, as
follows:
 
Balance at December 31, 2017  $ — 

Increases related to 2018   — 
Increases related to prior periods   — 

Balance at December 31, 2018   — 
Increases related to 2019   158,710 
Increases related to prior periods   — 

Balance at December 31, 2019  $ 158,710 
 
 
The Company recognizes the tax benefit from an uncertain tax position only if it is more likely than not that the tax position will be sustained on
examination by the taxing authorities based on the technical merits of the position. The Company has determined that it had no other material uncertain tax
benefits for the year ended December 31, 2019.The Company’s policy for recording interest and penalties related to uncertain tax provisions is to record
them as a component of the provision for income taxes. The Company did not have any accrued interest or penalties associated with any unrecognized tax
positions as of December 31, 2019 and 2018, and there were no such interest or penalties recognized during the years ended December 31, 2019 and 2018.
 
The Company has all tax years open to examination by federal tax and state tax jurisdictions. No income tax returns are currently under examination by
taxing authorities.
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9. Leases, Commitments and Contingencies
 
Leases
 
The Company leases certain lab space, office space, and equipment. Leases with an initial term of 12 months or less are not recorded on the Balance Sheet;
the Company recognizes lease expense for these leases on a straight-line basis over the lease term. For lease agreements entered into or reassessed after the
adoption of Topic 842, the Company combines lease and non-lease components, if any. Most leases include one or more options to renew. The exercise of
lease renewal options is at the Company’s sole discretion. Certain leases also include options to purchase the leased property. Consistent with past practice
and current intent, the Company has recognized all such purchase options as part of its right-of-use assets and lease liabilities. The depreciable life of assets
and leasehold improvements are limited by the expected lease term, unless there is a transfer of title or purchase option reasonably certain of exercise. The
Company’s lease agreements do not contain any material residual value guarantees or material restrictive covenants.
 
The Company conducts its operations from leased facilities in Morrisville, North Carolina. As of December 31, 2019, the Company’s amended leases for its
primary building is for usage of approximately 45,000 square feet of space expiring October 31, 2026. The leases are for general office, laboratory, research
and development and light manufacturing space. The lease agreements require the Company to pay property taxes, insurance, common area expenses and
maintenance costs. In November 2018, the Company amended the lease of its primary building to expand by 8,264 additional square footage expiring
October 31, 2026 in exchange for terminating the Company’s other lease with the same landlord for 4,400 noncontiguous square feet. A tenant allowance of
approximately $1.0 million was also made available for use to help fund the build out related to the expansion of the primary building lease. The
incremental rent over the terminated lease for the first 12 months of this lease expansion amounts to $0.1 million, subject to lease escalation in subsequent
periods. In June 2019, the Company signed a commitment to incur construction costs of up to $3.1 million related to the leasehold improvements for this
lease expansion, against which the tenant allowance will be applied. The leasehold improvements were substantially completed in 2019 and the Company
took occupancy of the additional square footage in 2019. The total construction costs incurred in 2019 approximated $2.8 million and the remaining
estimated costs to be incurred as of December 31, 2019 is not expected to be material.
 
The Company leases specialized lab equipment under finance leases. The related right-of-use assets are amortized on a straight-line basis over the lesser of
the lease term or the estimated useful life of the asset.
 
The CSC Financing (see Note 7) has a term of three years with equal monthly payments. The CSC Financing is secured by a lien on the related build-to-suit
equipment and includes an option to purchase the build-to-suit equipment at maturity at an amount equal to the lesser of fair market value or 23% of the
initial financed amount. The right-of-use assets related to finance leases net of amortization is $1,981,002 as of December 31, 2019 and is included in lab
equipment, build-to-suit equipment, computer equipment and leasehold improvements within property, plant and equipment in the accompanying balance
sheet (see Note 7). The Company does not have access to certain inputs used by its lessors to calculate the rate implicit in its finance leases. As such, the
Company utilizes its estimated incremental borrowing rate for the discount rate applied to its finance leases. The incremental borrowing rate used on finance
leases was 7.5%.
 
The Company’s lease cost is reflected in the accompanying Statements of Operations and Comprehensive Loss as follows:
 
   Year Ended  
 Classification  December 31, 2019 
Operating lease cost General and administrative  $ 884,597 
Finance lease cost:      

Amortization of lease assets General and administrative   1,316,924 
Interest on lease liabilities Interest expense   190,687 
Lease cost  $ 2,392,208 

 
 
Rent expense under prior lease accounting rules (Topic 840) was $953,733 during the year ended December 31, 2018.
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The weighted average remaining lease term and discount rates as of December 31, 2019 were as follows:
 
Weighted average remaining lease term (years):     

Operating leases   6.8 
Finance leases   1.6 

Weighted average discount rate:     
Operating leases   10.3%
Finance leases   7.7%

 
 
The discount rate for operating leases was estimated based upon market rates of collateralized loan obligations of comparable companies on comparable
terms.
 
The future minimum lease payments as of December 31, 2019 were as follows:
 
  Operating   Finance      
Year ending December 31:  Leases   Leases   Total  
2020  $ 1,172,759  $ 1,366,026  $ 2,538,785 
2021   1,207,708   814,360   2,022,068 
2022   1,243,934   260,857   1,504,791 
2023   1,283,253   —   1,283,253 
2024   1,316,540   —   1,316,540 
Thereafter   2,513,729   —   2,513,729 
Total minimum lease payments   8,737,923   2,441,243   11,179,166 
Less: Interest   (2,500,562)   (140,267)   (2,640,829)
Present value of lease liabilities  $ 6,237,361  $ 2,300,976  $ 8,538,337 
 

 
As previously reported in the Company’s Annual Report on Form 10-K for the year ended December 31, 2018 and under legacy lease accounting (ASC
840), future minimum lease payments under non-cancellable leases as of December 31, 2018 are as follows:
 
  Operating   Finance  
  Leases   Leases  
2019  $ 1,077,532  $ 464,797 
2020   1,168,710   354,739 
2021   1,203,658   33,774 
2022   1,239,885   — 
2023   1,276,356   — 
Thereafter   3,818,795   — 
Total minimum lease payments  $ 9,784,936   853,310 
Less: Interest       (24,525)
Present value of lease liabilities      $ 828,785 
 
Other Commitments
 
In March 2012, the Company entered into an agreement, as amended, with Chasm Technologies, Inc. for manufacturing consulting services related to the
Company’s manufacturing capabilities during the term of the agreement. As future contingent consideration under the agreement, the Company agreed to
pay $400,000 related to the timing of the Company’s first Phase 3 clinical trial which commenced site initiation in December 2017. The consideration of
$400,000 is comprised of initial consideration of $20,000 paid in 2017, $80,000 to be paid upon first dosing of the first patient in the Phase 3 clinical trial
which occurred in 2018, and $300,000 due no later than December 31, 2018, which was paid in 2018. In addition, the Company also agreed to pay future
contingent royalties on net sales totaling no more than $1,500,000.
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Contingencies
 
The Company from time-to-time is subject to claims and litigation in the normal course of business, none of which the Company believes represent a risk of
material loss or exposure.
 
 
10. Long-Term Debt
 
Long-term debt consisted of the following as of December 31, 2019 and 2018:
 
   December 31,   December 31,  
 Maturity Date  2019   2018  
Pacific Western Bank note October 25, 2022  $ 15,878,121  $ 10,802,355 
CSC build-to-suit equipment financing, net of discount   —   1,142,194 
Less current portion   (5,585,637)   (316,906)

Long-term debt, less current portion  $ 10,292,484  $ 11,627,643 
 
Pacific Western Bank
 
In January 2016 and October 2016, the Company entered into a Loan and Security Agreement (“LSA”) and an amendment, respectively, with Pacific
Western Bank (“Pacific Western”). The LSA provided that the Company may borrow up to $10.0 million in three tranches of a term loan (“Term Loan”) to
supplement working capital and finance facility expansion and capital equipment purchases. The Term Loan was collateralized by a lien on all assets of the
Company that are not otherwise encumbered, including a negative pledge on intellectual property prohibiting its sale without Pacific Western’s consent.
Amounts borrowed under the Term Loan could be repaid at any time without penalty or premium. The Term Loan was interest-only through July 6, 2017,
followed by an amortization period of 30 months of equal monthly payments of principal plus interest, beginning on August 6, 2017 and continuing on the
same day of each month thereafter until paid in full. Any amounts borrowed under the Term Loan bore interest at 3.75% during the initial 18-month interest-
only period. Following the interest-only period, the interest rate increased to 5.00%, which was to be fixed for the duration of the Term Loan. Subsequent to
the Company closing its IPO, on August 6, 2018 the Company paid Pacific Western a liquidity event success fee of $400,000, which was recorded as
Interest Expense in the Statement of Operations and Comprehensive Loss for the year ended December 31, 2018.
 
In March 2018, the Company and Pacific Western executed the Ninth Amendment to the LSA (the “Ninth Amendment”). With the Ninth Amendment, new
covenants were enacted requiring the Company to (1) at all times maintain a balance of cash at Pacific Western of at least $8.0 million, an increase of $5.5
million from its prior cash balance covenant, and (2) not observe any materially adverse data from its LIQ861 Phase 3 study on or before December 31,
2018. Pursuant to this Ninth Amendment, the interest-only period for the Tranche I loan was amended to include the period from January 7, 2018 to July 6,
2018, and the interest-only period for the Tranche II and Tranche III loans was amended to include the period from January 13, 2018 to July 12, 2018. Prior
to executing the amendment, the Company had made principal payments of $0.6 million inside of the defined interest-only period, which were subsequently
refunded on the same day. All amendments to the Pacific Western LSA were accounted for as a modification.
 
In October 2018, the Company and Pacific Western entered into an Amended and Restated Loan and Security Agreement (the “A&R LSA”) in which the
Company received an initial tranche of $11.0 million to extinguish its existing debt of $8.0 million under the LSA, repay in full the $1.8 million in
outstanding indebtedness under the UNC Promissory Note and for general corporate purposes. The indebtedness under the A&R LSA bears interest at the
greater of the Prime rate or 5% and has a four-year term maturing in October 2022. The A&R LSA provided for access to a second tranche of up to $5.0
million available to be drawn at the Company’s option through June 30, 2019. The second tranche became accessible as a result of the full enrollment of the
Company’s LIQ861 INSPIRE clinical trial, without observing any materially adverse data through the two week endpoint. The entire second tranche of $5.0
million was drawn by the Company in May 2019 bringing the total amount outstanding to $16.0 million. Both tranches require payments of interest-only
through December 31, 2019. As a result of this refinancing, the Company recorded a gain of $0.1 million in accordance with ASC 470-50, Debt –
Modifications and Extinguishments.
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The A&R LSA carries a one-time success fee of $375,000 and a prepayment penalty of 1% if the drawn tranche is prepaid prior to October 27, 2020. The
success fee was triggered in December 2019 by the sale of common stock and this was recorded as interest expense of $375,000 during the year ended
December 2019. Accrued interest is included in Other accrued expenses in the Balance Sheet as of December 31, 2019. The minimum cash covenant is $8.5
million. Pacific Western maintains a blanket lien on all assets excluding intellectual property, for which it has been provided a negative pledge. Pursuant to
the A&R LSA, the Company is also obligated to comply with various other customary covenants, including, among others, restrictions on its ability to
dispose of assets, replace or suffer the departure of the CEO or CFO without delivering ten days’ prior written notification to Pacific Western, suffer a
change on the Board of Directors which would result in the failure of at least one partner of Canaan Partners or their respective affiliates to serve as a voting
member in each case without having used best efforts to deliver at least 15 days’ prior written notification to Pacific Western, make acquisitions, be
acquired, incur indebtedness, grant liens, make distributions to its stockholders, make investments, enter into certain transactions with affiliates or pay down
subordinated debt, subject to specified exceptions.
 
In May 2019, the Company and Pacific Western entered a First Amendment to A&R LSA to provide for a limit of $2.5 million of capital expenditures
during the year ended December 31, 2019. As of December 31, 2019, the Company was in compliance with this and all other covenants.
 
Scheduled annual maturities of long-term debt as of December 31, 2019 are as follows:
 
Year ending December 31:     
2020  $ 5,818,182 
2021   5,818,182 
2022   4,363,636 
Thereafter   — 

Total   16,000,000 
Less: Unamortized discount   (91,520)
Less: Unamortized debt issuance costs   (30,359)
Less: Current portion of long-term debt   (5,585,637)
Long-term debt, noncurrent  $ 10,292,484 
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11. Warrant Liability Change in Fair Value During Year 2018
 
The Company’s liability-classified warrants to purchase preferred stock were recorded as a liability at their estimated fair value at the date of issuance, with
the subsequent changes in estimated fair value recorded in warrant fair value adjustments in the Company’s Statements of Operations and Comprehensive
Loss. The warrants, with a fair value of $4,474,122 at inception, were initially recorded as a warrant liability on the Balance Sheet with a corresponding
discount to the notes. The change in the estimated fair value of the warrant liability resulted in a fair value adjustment and is included in warrant fair value
adjustments in the Statements of Operations and Comprehensive Loss. In conjunction with the IPO during the year ended December 31, 2018, the warrants
automatically converted to warrants to purchase common stock. Therefore, upon the IPO, the warrant liability was marked to fair market value and
transferred to additional paid-in capital. Changes in the values of the warrant liability for the years ended December 31, 2019 and 2018 are summarized
below:
 

  Year Ended December 31,  
  2019   2018  
Fair value, beginning of period  $ —  $ 2,462,859 
Issuance of warrants   —   — 
Change in fair value   —   (277,715)
Transfer to additional paid-in capital   —   (2,185,144)
Fair value, end of period  $ —  $ — 

 
 
 
12. Defined Contribution Retirement Plan
 
The Company maintains a defined contribution 401(k) retirement plan for its employees, pursuant to which employees who have completed sixty days of
service may elect to contribute a portion of their compensation on a tax-deferred basis up to the maximum amount permitted by the Internal Revenue Code.
The Company provides a 4% matching contribution to eligible employee contributions. Matching contributions are paid subsequent to the year to which
they relate. The Company’s matching contributions due for the years ended December 31, 2019 and 2018 were $400,378 and $365,988, respectively, and
such amounts were included in Accrued Expenses on the Balance Sheets as of December 31, 2019 and 2018, respectively.
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Exhibit 4.4
 

DESCRIPTION OF THE REGISTRANT’S SECURITIES REGISTERED PURSUANT TO SECTION 12 OF THE SECURITIES EXCHANGE
ACT OF 1934

 
As of December 31, 2019, the only class of securities of Liquidia Technologies, Inc., a Delaware corporation (the “Company”), registered under Section 12
of the Securities Exchange Act of 1934, as amended, is common stock, par value $0.001 per share (“common stock”). The following description of the
Company’s common stock and preferred stock, $0.001 par value per share (“preferred stock”), summarizes the material terms and provisions of the
Company’s common stock and preferred stock.
 
General
 
The total number of shares of capital stock that the Company has authorized is 50,000,000, divided into two classes consisting of (i) 40,000,000 shares of
common stock and (ii) 10,000,000 shares of preferred stock.
 
As of March 1, 2020, there were 28,365,093 shares of common stock issued and outstanding and an additional 2,129,702 shares issuable upon exercise of
outstanding options and warrants. Of the 2,129,702 shares of common stock issuable upon exercise of outstanding options and warrants, 1,649,357 shares
are issuable to the Company’s officers, directors and principal stockholders and 480,345 shares are issuable to other employees. Furthermore, as of March 1,
2020, 6,555 shares of common stock are issuable upon the vesting of restricted stock units issued to Neal Fowler, the Company’s Chief Executive Officer.
 
As of March 1, 2020, there were no shares of preferred stock issued and outstanding.
 
Common Stock
 
The holders of common stock are entitled to one vote per share on all matters to be voted upon by the stockholders. At a meeting of stockholders at which a
quorum is present, for all matters other than the election of directors, an affirmative vote of the majority of shares entitled to vote on a matter and that are
represented either in person or by proxy at a meeting of stockholders decides all questions, unless the matter is one upon which a different vote is required
by express provision of law or the Company’s amended and restated certificate of incorporation or amended and restated bylaws, each as may be amended
from time to time. The holders of common stock are entitled to receive ratably those dividends, if any, that may be declared from time to time by the
Company’s board of directors (the “Board”) out of funds legally available, subject to preferences that may be applicable to preferred stock, if any, then
outstanding. In the event of a liquidation, dissolution or winding up of the Company, the holders of common stock will be entitled to share ratably in all
assets remaining after payment of liabilities, subject to prior distribution rights of preferred stock, if any, then outstanding. The common stock has no
preemptive or conversion rights or other subscription rights. There are no redemption or sinking fund provisions applicable to the common stock. All
outstanding shares of common stock are fully paid and non-assessable.
 
Preferred Stock
 
The Board is authorized to issue preferred stock in one or more series, to establish the number of shares to be included in each such series and to fix the
designation, powers, preferences and rights of these shares and any qualifications, limitations or restrictions thereof. The issuance of preferred stock may
have the effect of delaying, deferring or preventing a change in control of the Company without further action by the stockholders and may adversely affect
the voting and other rights of the holders of common stock. The issuance of preferred stock with voting and conversion rights may adversely affect the
voting power of the holders of common stock, including the loss of voting control to others. At present, the Company has no plans to issue any of the
preferred stock.
 
Warrants
 
As of March 1, 2020, the Company had outstanding warrants to purchase an aggregate of 106,274 shares of common stock at an exercise price of $0.0168
per share. These warrants expire on December 31, 2026.
 

 



 
 
Registration Rights
 
On December 23, 2019, the Company entered into a common stock purchase agreement for a private placement with certain purchasers whereby, on
December 27, 2019 the Company issued and sold 7,164,534 shares of common stock at a price of $3.13 per share for aggregate gross proceeds of
approximately $22.4 million (the “Private Placement”).  In connection with the Private Placement, on December 23, 2019, the Company entered into a
registration rights agreement with the purchasers (the “Registration Rights Agreement”), pursuant to which the Company agreed to file a registration
statement with the U.S. Securities and Exchange Commission (the “SEC”) covering the resale of the shares of common stock sold in the Private Placement.
The Company agreed to file such registration statement within 60 days following the date of the Registration Rights Agreement, which registration
statement was filed with the SEC on February 3, 2020 and declared effective by the SEC on February 13, 2020. The Registration Rights Agreement includes
customary indemnification rights in connection with the registration statement.
 
Additionally, the Company entered into a Seventh Amended and Restated Investors' Rights Agreement (“IRA”) on February 2, 2018 with its then-largest
stockholders. Subject to the terms of the IRA, Holders (as defined in the IRA) of shares having registration rights (“Registrable Securities”, as defined in the
IRA) can demand that the Company file a registration statement or request that their shares be covered by a registration statement that the Company is
otherwise filing, until the earliest to occur of: (i) five years following the consummation of the Company’s initial public offering, or July 30, 2023, (ii) as to
any Holder, such earlier time after the Company’s initial public offering at which such Holder can sell all Registrable Securities held by such Holder
(together with any affiliate of the Holder with whom such Holder must aggregate its sales under Rule 144) in a single three (3)-month period without
registration in compliance with Rule 144 of the Securities Act of 1933, as amended (the “Securities Act”), or (iii) after the consummation of a "Liquidation
Event," as defined in the IRA.
 
Demand Registration Rights.    At any time after six months following the closing of the Company’s initial public offering, or January 30, 2019, subject to
certain exceptions set forth in the IRA, if the Holders of at least a majority of the common stock issued upon conversion of the Series C, Series C-1 and
Series D preferred stock demand that the Company file a registration statement covering the registration of Registrable Securities with an anticipated
aggregate offering price of at least $10 million, the Company is required to use all commercially reasonable efforts to effect, as soon as practicable, the
registration under the Securities Act of all Registrable Securities requested to be registered.
 
Form S-3 Registration Rights.    If the Company receives from the Holders of Registrable Securities a written request that the Company effects a registration
on Form S-3, the Company is required to provide written notice of the proposed registration to all other Holders and use all commercially reasonable efforts
to effect the registration of such shares on Form S-3; provided, however, that such Form S-3 registration right is subject to a number of exceptions, such as
the Company being eligible to use Form S-3 at the time such Form S-3 registration request is made, the proposed sale of Registrable Securities to be
registered on Form S-3 having an aggregate price to the public (net of any underwriters' discounts or commissions) of at least $5 million and the Company
not being required to file more than two registration statements on Form S-3 in a 12-month period. Furthermore, the Company has the ability to delay the
filing of a registration statement under specified conditions, such as for a period of time following the effective date of a prior registration statement, if the
Board deems it detrimental to the Company and the Company’s stockholders to delay the filing. Such postponements cannot exceed 90 days during any 12-
month period and cannot be made more than once in any 12-month period.
 
Piggyback Registration Rights.    If the Company proposes to register any of its securities under the Securities Act in connection with the public offering of
such securities, the Company is required to, at such time, promptly give each Holder party to the IRA written notice of such registration. Upon the written
request of each such Holder given within 20 days after receipt of the Company’s registration notice, the Company is required to use all commercially
reasonable efforts to cause to be registered under the Securities Act all of the Registrable Securities that each holder requests to be registered. In connection
with any such offering, the Company is not required to include any of the Holders' securities in such underwriting unless they accept the terms of the
underwriting as agreed between the Company and the underwriters selected by the Company and enter into an underwriting agreement in customary form
with such underwriters, and then only in such quantity as the underwriters determine in their sole discretion will not jeopardize the success of the offering
by the Company. If marketing factors require a limitation of the number of shares to be underwritten, then the number of shares that may be included in the
underwriting will be allocated, first, to the Company; second, to the Holders other than the Common Holders on a pro rata basis based on the total number
of Registrable Securities held by such Holders; third, to the Common Holders on a pro rata basis based on the total number of Registrable Securities held by
the Common Holders; and fourth, to any stockholder other than a Holder and/or Common Holder on a pro rata basis.
 

 



 
 
Expenses of Registration.  The Company will pay all expenses, other than underwriting discounts and commissions, related to any demand, Form S-3 or
piggyback registration, including without limitation all registration, filing and qualification fees, printers' and accounting fees, fees and disbursements of
counsel for the Company and the reasonable fees and disbursements of one counsel for the selling Holders, not to exceed $50,000.
 
Indemnification.    The IRA contains customary cross-indemnification provisions under which the Company is obligated to indemnify the selling
stockholders in the event of material misstatements or omissions or other "Violation," as defined in the IRA, in the registration statement attributable to the
Company, and they are obligated to indemnify the Company for material misstatements or omissions or other Violation attributable to them.
 
Termination of Registration Rights.    All registration rights granted under the IRA will terminate on the fifth anniversary of the completion of the
Company’s initial public offering, or July 30, 2023.
 
Anti-Takeover Effects of the Company’s Charter and Bylaws and Delaware Law
 
Some provisions of Delaware law and the Company’s amended and restated certificate of incorporation and amended and restated bylaws could make the
following transactions more difficult:
 
 ● acquisition of the Company by means of a tender offer, a proxy contest or otherwise; and

 
 ● removal of the Company’s incumbent officers and directors.
 
These provisions, summarized below, are expected to discourage and prevent coercive takeover practices and inadequate takeover bids. These provisions are
designed to encourage persons seeking to acquire control of the Company to negotiate first with the Board. They are also intended to provide Company
management with the flexibility to enhance the likelihood of continuity and stability if the Board determines that a takeover is not in the best interests of its
stockholders. These provisions, however, could have the effect of discouraging attempts to acquire the Company, which could deprive the Company’s
stockholders of opportunities to sell their shares of common stock at prices higher than prevailing market prices. The Company believes that the benefits of
these provisions, including increased protection of the Company’s potential ability to negotiate with the proponent of an unfriendly or unsolicited proposal
to acquire or restructure the Company, outweigh the disadvantages of discouraging takeover proposals, because negotiation of takeover proposals could
result in an improvement of their terms.
 
Election and Removal of Directors
 
The Company’s amended and restated certificate of incorporation and amended and restated bylaws contain provisions that establish specific procedures for
appointing and removing members of the Board. Under the Company’s amended and restated certificate of incorporation and amended and restated bylaws,
the Board consists of three classes of directors: Class I, Class II and Class III. A nominee for director shall be elected to the Board if the votes cast for such
nominee’s election exceed the votes cast against such nominee’s election. Each director will serve a three-year term and will stand for election upon the
third anniversary of the annual meeting at which such director was elected. In addition, the Company’s amended and restated certificate of incorporation and
amended and restated bylaws provide that vacancies and newly created directorships on the Board may be filled only by a majority of the directors then
serving on the Board. Under the Company’s amended and restated certificate of incorporation, directors may be removed by the stockholders only by the
affirmative vote of the holders of at least a majority of the voting power of all of the then-outstanding shares of the Company’s capital stock entitled to vote
generally in the election of directors, voting together as a single class.
 

 



 
 
Authorized but Unissued Shares.    The authorized but unissued shares of common stock and preferred stock are available for future issuance without any
further vote or action by the Company’s stockholders. These additional shares may be utilized for a variety of corporate purposes, including future public
offerings to raise additional capital, corporate acquisitions and employee benefit plans. The existence of authorized but unissued shares of common stock
and preferred stock could render more difficult or discourage an attempt to obtain control over the Company by means of a proxy contest, changes in the
Company’s management, tender offer, merger or otherwise. In particular, the authorization of undesignated preferred stock makes it possible for the Board
to issue preferred stock with voting or other rights or preferences that could impede the success of any attempt to change control of the Company.
 
Stockholder Action; Advance Notification of Stockholder Nominations and Proposals.    The Company’s amended and restated certificate of incorporation
and amended and restated bylaws require that any action required or permitted to be taken by its stockholders must be effected at a duly called annual or
special meeting of stockholders and does not allow for stockholders to act by written consent without a meeting. In addition, the Company’s amended and
restated bylaws provide that candidates for director may be nominated and other business brought before an annual meeting only by the Board or by a
stockholder who gives written notice to the Company no later than 90 days prior to nor earlier than 120 days prior to the first anniversary of the last annual
meeting of stockholders. These provisions may have the effect of deterring unsolicited offers to acquire the Company or delaying changes in the Company’s
management, which could depress the market price of the common stock.
 
Special Stockholder Meetings.    Under the Company’s amended and restated certificate of incorporation and amended and restated bylaws, only the Board,
the Chairman of the Board or the Company’s Chief Executive Officer may call special meetings of stockholders.
 
Delaware Anti-Takeover Law.    The Company is subject to Section 203 of the Delaware General Corporation Law (the “DGCL”), which is an anti-takeover
law. In general, Section 203 prohibits a publicly held Delaware corporation from engaging in a business combination with an interested stockholder for a
period of three years following the date that the person became an interested stockholder, unless the business combination or the transaction in which the
person became an interested stockholder is approved in a prescribed manner. Generally, a business combination includes a merger, asset or stock sale, or
another transaction resulting in a financial benefit to the interested stockholder. Generally, an interested stockholder is a person who, together with affiliates
and associates, owns 15% or more of the corporation’s voting stock. The existence of this provision may have an anti-takeover effect with respect to
transactions that are not approved in advance by the Board, including discouraging attempts that might result in a premium over the market price for the
shares of common stock held by stockholders.
 
No Cumulative Voting.    Under Delaware law, cumulative voting for the election of directors is not permitted unless a corporation’s certificate of
incorporation authorizes cumulative voting. The Company’s amended and restated certificate of incorporation does not provide for cumulative voting in the
election of directors. Cumulative voting allows a minority stockholder to vote a portion or all of its shares for one or more candidates for seats on the Board.
Without cumulative voting, a minority stockholder will not be able to gain as many seats on the Board based on the number of shares of Company stock the
stockholder holds as the stockholder would be able to gain if cumulative voting were permitted. The absence of cumulative voting makes it more difficult
for a minority stockholder to gain a seat on the Board to influence its decision regarding a takeover.
 
Amendment of Charter Provisions.    The amendment of certain of the above provisions in the Company’s amended and restated certificate of incorporation
and amended and restated bylaws requires approval by holders of at least a majority of the Company’s outstanding capital stock entitled to vote generally in
the election of directors.
 
These and other provisions could have the effect of discouraging others from attempting hostile takeovers, and, as a consequence, they may also inhibit
temporary fluctuations in the market price of the common stock that often result from actual or rumored hostile takeover attempts. These provisions may
also have the effect of preventing changes in the Company’s management. It is possible that these provisions could make it more difficult to accomplish
transactions that stockholders might otherwise deem to be in their best interests.
 

 



 
 
Exclusive Forum
 
The Company’s amended and restated certificate of incorporation provides that the Court of Chancery of the State of Delaware will, to the fullest extent
permitted by law, be the sole and exclusive forum for any (1) derivative action or proceeding brought on behalf of the Company, (2) action asserting a claim
of breach of a fiduciary duty owed by any director or officer of the Company to the Company or its stockholders, (3) action asserting a claim against the
Company arising pursuant to any provision of the DGCL or the Company’s amended and restated certificate of incorporation or amended and restated
bylaws or (4) action asserting a claim against the Company governed by the internal affairs doctrine. Any person or entity purchasing or otherwise acquiring
any interest in shares of capital stock of the Company shall be deemed to have notice of and consented to the forum provisions in the Company’s amended
and restated certificate of incorporation. However, the enforceability of similar forum provisions in other companies’ certificates of incorporation has been
challenged in legal proceedings, and it is possible that a court could find these types of provisions to be unenforceable.
 
Transfer Agent
 
The transfer agent and registrar for the Company’s common stock is Computershare Trust Company, N.A. and its address is 250 Royall Street, Canton, MA
02021.
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LEASE AGREEMENT
 

THIS LEASE AGREEMENT (this “Lease”) is made and entered into as of this 29th day of June, 2007 (the “Execution Date”), by and
between GRE Keystone Technology Park One LLC, Delaware limited liability company authorized to conduct business in the State of North Carolina
(“Landlord”), and Liquidia Technologies, Inc., Delaware corporation authorized to conduct business in the State of North Carolina (“Tenant”).  In
consideration of the representations and covenants contained herein and other good and valuable consideration, the receipt and sufficiency of which is
hereby acknowledged.  Landlord and Tenant hereby agree as follows:
 
 

ARTICLE 1 - LEASED PREMISES
 

1.01                        Leased Premises.
 

Landlord leases to Tenant and Tenant leases from Landlord the space (the “Leased Premises”) set forth in Subsections (a) and (b) of the Basic
Lease Provisions below and shown on the floor plan(s) attached hereto as Exhibit A-l upon the terms and conditions set forth in this Lease.  The building in
which the Leased Premises are located, the land on which the building is located (the “Land”, described on Exhibit A-2 attached hereto), the parking
facilities and all improvements and appurtenances to the building are collectively referred to as the “Building”.  The Building may be part of a larger
complex, and if so, then the Building and any larger complex of which the Building is a part are collectively referred to as the “Project”, as shown
on Exhibit A-3, attached hereto.  No easement for light, air or view is granted hereunder or included within or appurtenant to the Leased Premises.
 

ARTICLE 2 - BASIC LEASE PROVISIONS
 

2.01                        Basic Lease Provisions.
 

The following provisions set forth various basic terms of this Lease and are sometimes referred to as the “Basic Lease Provisions”.
 

(a) Building Name: Keystone Technology Park - Building IV
 Address: 419 Davis Drive

Durham, North Carolina 27713 (street address)
Morrisville, North Carolina 27560 (mailing address)

   
(b) Floor(s): First (1”)
 Suite Number: 600
 Square Feet Area in the Leased Premises: Approximately 21,210
   
(c) Total Area of Building: Approximately 77,260 square feet
 Total Improved Leasable Area of Building: Approximately 64,779 square feet
   
(d) Base Rent:  
 Initial per Square Foot/Annum: $10.50
 Initial Annual Base Rent: $222,705.00
 Initial Monthly Base Rent: $18,558.75
 Payment Schedule: See chart below:

 
Full
Month(s) of
the Term  Targeted Date(s)  

Price Per
Square Foot
(rounded)   

Square
Feet   

Annual (or for
time period

noted) Base Rent   
Monthly

Base Rent  
1 through 12  11/1/07 through 10/31/08  $ 10.50   21,210  $ 222,705.00  $ 18,558.75 
13 through 24  11/1/08 through 10/31/09  $ 10.81   21,210  $ 229,386.12  $ 19,115.51 
25 through 36  11/1/09 through 10/31/10  $ 11.14   21,210  $ 236,267.76  $ 19,688.98 
37 through 48  11/1/10 through 10/31/11  $ 11.47   21,210  $ 243,355.80  $ 20,279.65 
49 through 60  11/1/11 through 10/31/12  $ 11.82   21.210  $ 250,656.48  $ 20,888.04 
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Keystone Technology Park
 
Full
Month(s) of
the Term  Targeted Date(s)  

Price Per
Square Foot
(rounded)   

Square
Feet   

Annual (or for
time period

noted) Base Rent   
Monthly

Base Rent  
61 through 72  11/1/12 through 10/31/13  $ 12.17   21.210  $ 258,176.16  $ 21,514.68 
73 through 84  11/1/13 through 10/31/14  $ 12.54   21,210  $ 265,921.44  $ 22,160.12 
 

(e) TICAM Expenses for the initial calendar year of the Term:
 Per Square Foot, Per Annum: $2.80 per square foot leased
 Initial Monthly Payment: $4,949.00
   
(f) Parking: 4.0 unreserved parking spaces per each 1,000 square feet of space

leased (rounded down to nearest whole number). Included in the
above parking ratio will be four (4) unreserved parking spaces marked
for “visitors” to the Building.

 Monthly Rent per Parking Space: No additional charge to Tenant
   
(g) Term: 7 Year(s) 0Month(s)
   
(h) Target Commencement Date: November 1,2007
 Target Expiration Date: October 31, 2014
   
(i) Security for the Lease: $25,000.00
   
(j) Permitted Use: General office, laboratory, research and development, and light

manufacturing
 Permitted Maximum Occupancy: 84 persons (rounded down to nearest whole number)
   
(k) Addresses for notices and other communications (except for Rent payments) under this Lease:
  
 Landlord

 
GRE Keystone Technology Park
One LLC
c/o Capital Associates
1100 Crescent Green, Suite 200
Cary, North Carolina 27518
(919)233-9901

Tenant
 
Liquidia Technologies, Inc.
627 Davis Drive, Suite 500
Durham, North Carolina 27713 (street address)
Morrisville, North Carolina 27560 (mailing address)
Attn: Bruce Boucher
(919)       

   
  With a copy to:

Kathy Worm, Esq.
Hutchison Law Group PLLC
5410 Trinity Road, Suite 400
Raleigh, North Carolina 27607
(919) 829-4321

   
 Landlord’s address for Rent payments under this Lease:

GRE Keystone Technology Park One LLC
P.O.  Box277327
Atlanta. GA 30384-7327

  
(l) Broker:

Co-Broker:
Capital Associates
Colliers Pinkard
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(m)          Tenant’s Other Lease.  Landlord and Tenant specifically acknowledge and agree that, as of the date of this Lease, (i) Tenant is in
occupancy of approximately 4,401 rentable square feet of flex space contained in Suite 500 of another building in the Project, known as Keystone
Technology Park - Building VII and located at 627 Davis Drive, Durham, North Carolina 27713, pursuant to a separate lease agreement with an execution
date of April 14, 2005, by and between another landlord in the Project, GRE Keystone Technology Park Two LLC, successor by acquisition of Technology
V1I-IX, LLC and Tenant (as such may be amended, “Tenant’s Other Lease”), and (ii) Tenant’s Other Lease has an expiration date of August 31, 2010.
 

ARTICLE 3 - TERM AND POSSESSION
 

3.01          Term.
 

(a)          This Lease shall be and continue in full force and effect for the term set forth in Subsection 2.01(g), as it may be modified,
renewed and extended pursuant to Exhibit G or by written agreement between Landlord and Tenant (the “Term”).  Subject to the remaining provisions of
this Article, the “Commencement Date” shall be the date on which Landlord tenders possession of the Leased Premises to Tenant, which such date is
anticipated to be the Target Commencement Date shown in Subsection 2.01(h).  The Term shall commence on the Commencement Date and shall expire,
without notice to Tenant, on the last day of the last month of the Term (the “Expiration Date”) (i.e. if the Commencement Date is other than the first (1) day
of the month, the Expiration Date shall nevertheless be the last day of the last month of the Term).
 

(b)          If the Commencement Date and Expiration Date are different from the Target Commencement Date and the Target Expiration
Date, respectively, as set forth in Subsection 2.01(h), Landlord shall prepare and, Landlord and Tenant shall execute an amendment to the Lease setting forth
such actual dates, and adjusting any Base Rent payment schedule, if applicable.  If such amendment is not executed, the Commencement Date and
Expiration Date shall be conclusively deemed to be the Target Commencement Date and the Target Expiration Date set forth in Subsection 2.01(h).
 

(c)          Upon the expiration or other termination of this Lease, Landlord shall have the right to immediately re-enter and take possession
of the Leased Premises.
 

3.02          Commencement.
 

(a)          Subject to Section 3.03 hereof, if, (i) any of the work described in Exhibit C that is required to be performed by Landlord or
Landlord’s contractors) to prepare the Leased Premises for occupancy has not been substantially completed on or before the Target Commencement Date or
(ii) Landlord is unable to tender possession of the Leased Premises to Tenant on the Target Commencement Date, then the Commencement Date (and
commencement of installments of Base Rent) shall be postponed until Landlord is able to tender possession of the Leased Premises to Tenant with the work
to be performed in the Leased Premises having been substantially completed and the postponement shall operate to extend the Expiration Date in order to
give full effect to the stated duration of the Term.
 

(b)          The Leased Premises shall be deemed to be substantially complete the day after inspection and approval for occupancy for the
intended use, whether permanent, conditional, or temporary, by the City of Durham, North Carolina, provided said approval is subsequently evidenced by a
certificate of occupancy, whether permanent, conditional, or temporary, issued by said municipality, which such certificate of occupancy may be dated when
actually processed by such municipality, rather than the date of the inspection and approval for occupancy.
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(c)          The deferment of installments of Base Rent shall be Tenant’s exclusive remedy for postponement of the Commencement Date,
and Tenant shall have no, and waives any, claim against Landlord because of any such delay.
 

3.03          Tenant’s Delay.
 

No delay in the completion of the Leased Premises resulting from delay or failure on the part of Tenant in furnishing information or other matters
required in Exhibit C, and no delay resulting from any cause set forth in Section 6 of Exhibit C, shall delay the Commencement Date, Expiration Date or
commencement of payment of Rent (as defined in Section 4.02 below).  In addition to the foregoing, in the event any laboratory related material(s),
equipment, or fixtures contained in the Upfit (defined in Exhibit C) requires more than eight (8) weeks to deliver to the Leased Premises for construction as
part of the Upfit, then the time that is greater than eight (8) weeks for Landlord’s receipt of such item shall also constitute a Tenant delay (e.g., if it takes
nine (9) weeks for Landlord to receive an item contained in the Upfit then one (1) week of such time shall be a Tenant delay).
 

3.04          Tenant’s Possession.
 

Except as specifically set forth in Exhibit C, Section 7, if, prior to the Commencement Date, Tenant shall enter into possession of all or any part of
the Leased Premises and conducts any portion of its business operations therein, the Term, the payment of monthly installments of Base Rent and all other
obligations of Tenant to be performed during the Term shall commence on, and the Commencement Date shall be deemed to be, the date of such entry;
provided, no such early entry shall operate to change the Expiration Date.
 

3.05          Acceptance of Leased Premises.
 

Tenant shall confirm its acceptance of the Leased Premises by execution of the Acceptance of Leased Premises Memorandum attached hereto
as Exhibit B.  Tenant shall execute and deliver such Acceptance of Leased Premises Memorandum to Landlord within ten (10) business days of receipt
thereof, and Tenant’s failure to do same shall be considered an event of default under this Lease.
 

3.06          Holdover.
 

If Tenant shall remain in possession of the Leased Premises after the expiration or earlier termination of this Lease without the execution of a new
lease or an amendment to this Lease extending the Term, Tenant shall become a tenant-at- sufferance, and for a period of sixty (60) calendar days after such
termination or expiration, as the case may be, shall pay daily rent at one hundred fifty percent (150%) of the per day Rent (as defined in Section 4.02)
payable with respect to the last full calendar month immediately prior to the end of the Term or termination of this Lease, but otherwise shall be subject to
all of the terms, conditions, provisions and obligations of this Lease, and such tenancy may be terminated at any time on seven (7) calendar days’ prior
written notice.  After such sixty (60) day period Tenant shall continue to be a tenant-at-sufferance, terminable on one (1) day’s notice, and shall pay daily
rent at double the per day Rent payable with respect to the last full calendar month immediately prior to the end of the Term or termination of this Lease, but
otherwise shall be subject to all of the obligations of Tenant under this Lease.  Tenant shall indemnify Landlord (i) against all claims for damages by any
other tenant to whom Landlord may have leased all or any part of the Leased Premises effective upon the termination or expiration of this Lease, and (ii) for
all other losses, costs and expenses, including consequential damages and reasonable attorneys’ fees, sustained or incurred by reason of such holding over. 
In the event of any holdover and failure of Tenant to pay the holdover rent set forth herein, Landlord shall have the right to immediately apply the Security
(as defined and set forth in Section 4.07) to the Rent, at the holdover rate set forth herein, for as many days as would be represented by the amount of the
Security.  Nothing contained herein shall be construed as a consent by Landlord to any holding over by Tenant.  The rights and obligations contained in this
Section shall survive the expiration or other termination of this Lease.
 

3.07          Condition of Leased Premises.
 

(a)          As of the Commencement Date of the Lease, to the best of Landlord’s knowledge, the Leased Premises and the Total Improved
Leasable Area of Building (including the roof) (i) shall comply with all applicable laws, statutes, orders, ordinances, rules and regulations, including,
without limitation, all applicable mechanical, electrical and plumbing codes (the “Laws”), (ii) shall be suitable for the purpose for which they are let, and
(iii) shall be in good repair and condition.
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(b)          (i) Notwithstanding the foregoing, Tenant expressly understands and agrees that Tenant shall be obligated to fully pay for any
work and materials required to bring the Leased Premises into compliance with all applicable laws, statutes, orders, ordinances, rules, regulations and
mechanical, electrical and plumbing codes when such required work arises out of any one (1) or more of the following: (A) Tenant’s use of the Leased
Premises, or a portion of the Leased Premises, for anything other than general office purposes (i.e., “other than general office purposes” shall include, but
not be limited to, laboratory, research and development, and light manufacturing purposes); (B) the fact that the square footage of the Leased Premises is
less than that of the Total Improved Leasable Area of Building as such is stated in Section 2.01(c); (C) Tenant’s desired configuration of the Leased
Premises or a portion of the Leased Premises; (D) any changes in applicable laws, statutes, orders, ordinances, rules, regulations and/or mechanical,
electrical and plumbing codes which become effective after the Commencement Date.  Landlord expressly understands and agrees that any work and the
need for materials arising out of that which is described in subsections (b)(i)(A) through (b)(i)(D) above may be paid for out of the Allowance and/or the
Additional Allowance (as described and set forth in Exhibit C and Section 4.09).
 

(ii)          Subject to subsections (b)(i) (A) through (C) above.  Landlord shall be fully responsible for any costs associated with
any work or materials required to be completed in order to make the Leased Premises and the Total Improved Leasable Area of Building compliant with the
Laws as of the Commencement Date, and, notwithstanding Section 9.06 of this Lease (Default by Landlord), in the event a violation of the Laws is
discovered during construction of the Upfit, and such violation does not arise out of any of the circumstances stated in subsection (b)(i) (A) through
(C) above, Landlord shall, in good-faith and using commercially reasonable efforts, diligently proceed to remedy any such violation.
 

(c)          Landlord further agrees to use its best efforts to cause the Upfit (defined in Exhibit C) to be constructed in a good and
workmanlike manner.  Upon the completion of the Upfit, Landlord and Tenant shall perform a “walk-through” of the Leased Premises and shall compile a
“punch-list” of remaining Upfit items to be completed by Landlord within thirty (30) days of the walk-through of the Leased Premises.
 

ARTICLE 4 - RENT AND SECURITY FOR THE LEASE
 

4.01          Base Rent.
 

Tenant shall pay to Landlord rent (“Base Rent”) beginning on the Commencement Date and throughout the Term in the amount of the Annual Base
Rent.  Tenant’s obligation to pay Rent is independent of any obligation of Landlord under this Lease.  Base Rent shall be payable in monthly installments in
the amount set forth in Subsection 2.01(d) (“Monthly Base Rent”) in advance and without demand, deduction or offset, on the first day of each and every
calendar month during the Term.  If the Commencement Date is not the first day of a month, Tenant shall be required to pay on the Commencement Date a
pro rata portion of the Initial Monthly Base Rent for the first partial month of the Term.  However, any references to any “month” of the Term elsewhere in
this Lease shall mean a full month of the Term.
 

4.02          Payment of Rent.
 

As used in this Lease, “Rent” shall mean the Base Rent, Additional Rent (defined below), late charges, and all other amounts required to be paid by
Tenant pursuant to this Lease.  The Rent shall be paid at the times and in the amounts provided herein by check drawn on a United States of America bank
to Landlord at its address specified in Subsection 2.01(k) above, or to such other person or at such other address as Landlord may from time to time
designate in writing.  The Rent shall be paid without notice, demand, abatement, deduction or offset except as may be expressly set forth in this Lease.
 

4.03          Additional Rent
 

The term “Additional Rent” shall mean the total of the “TICAM Expense Adjustment”, as such term is defined below, and any other amounts in
addition to Base Rent which Tenant is required to pay to Landlord under this Lease, including, but not limited to, Tenant’s repayment to Landlord of the
Amortized Allowance (defined in Section 4.09).
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4.04          TICAM Expense Adjustment
 

(a)          If the TICAM Expenses (defined below) for the Building for any calendar year, expressed on a per square foot basis, exceed the
TICAM Expenses for the initial calendar year of the Term specified in Subsection 2.01(e), Tenant shall pay to Landlord increased Rent (a “TICAM Expense
Adjustment”) in an amount equal to the product of such excess times the square feet of the Leased Premises as stated in Subsection 2.01(b).  The TICAM
Expense Adjustment shall be payable in monthly installments on the first day of each calendar month based on Landlord’s estimate of the TICAM Expenses
for the then current year.
 

(b)          Landlord may at any time give Tenant written notice specifying Landlord’s estimate of the TICAM Expenses for the then current
calendar year or the subsequent calendar year and specifying the TICAM Expense Adjustment to be paid by Tenant for each such year, and Tenant shall
adjust its payments accordingly beginning with the monthly installment immediately following Landlord’s notice.
 

(c)          Within one hundred twenty (120) calendar days after the end of each calendar year, Landlord shall give written notice to Tenant
specifying the actual TICAM Expenses for the prior calendar year and any necessary adjustment to the TICAM Expense Adjustment paid by Tenant for that
calendar year (the “Notice”).  Tenant shall pay any deficit amount to Landlord within thirty (30) calendar days after receipt of Landlord’s written notice. 
Any excess payment by Tenant for the prior calendar year shall reduce the TICAM Expense Adjustment for the following calendar year.  If there is any
excess payment applicable to the last year of the Term, Landlord shall refund such excess to Tenant within thirty (30) calendar days of sending the Notice
applicable to the final year of the term.  This obligation shall survive termination of this Lease Notwithstanding the foregoing, for purposes of determining
Tenant’s annual TICAM Expense Adjustment in any calendar year of the Term, the TICAM Expenses which are controllable by Landlord (the “Controllable
Expenses”) shall not exceed the Controllable Expenses for the first (1st) calendar year of the Term increased at a rate of five percent (5%), compounded
annually.  There shall be no such limitation with respect to taxes, insurance, utilities, refuse collection, snow removal, and any other TICAM Expense item
not within Landlord’s reasonable control (the “Uncontrollable Expenses”).  All other TICAM Expenses, other than the Uncontrollable Expenses, shall be
Controllable Expenses.
 

(d)          Tenant shall have the right, one (1) time per year, upon written notice to Landlord, within sixty (60) calendar days of receipt of
the Notice, to have Landlord’s books and records relating solely to TICAM Expenses contained in the statement for the prior year, reviewed.  If Landlord’s
calculation of TICAM Expenses fails to comply with the requirements of this Section 4.4 or contains any other error, as determined by the review, Tenant’s
past payments of its proportionate share of TICAM Expenses for the subject year shall be adjusted in accordance with the results of the review, and
appropriate payments shall be made by Landlord or Tenant, as the case may be, within forty-five (45) calendar days after completion of the review.
 

(e)          All books and records necessary to accomplish any review permitted under this Section 4.04 shall be retained by Landlord for a
period of one (1) year, and shall be made available to the person conducting the review at the Building, Project or the office of Landlord’s property manager,
during normal business hours.  All of Landlord’s and Tenant’s costs of the review shall be paid by Tenant unless the review reveals that total TICAM
Expenses controllable by Landlord were misstated by five percent (5%) or more in the calendar year reviewed, in which case Landlord shall reimburse
Tenant for Tenant’s reasonable cost of the review, not to exceed One Thousand Five Hundred Dollars ($1,500.00).  The rights and obligations contained in
this Section 4.04 shall survive the expiration or other termination of this Lease.
 

(f)          The term “TICAM Expenses” shall mean, except as otherwise specified in this definition, all expenses, costs, and disbursements
of every kind and nature, computed on an accrual basis, which Landlord shall pay or become obligated to pay because of or in connection with the
ownership and operation of the Building, or Landlord’s efforts to reduce TICAM Expenses, including, without limitation:
 

(1)          wages and salaries of all employees to an extent commensurate with such employees’ involvement in the operation,
repair, replacement, maintenance, and security of the Building, including, without limitation, amounts attributable to the
employer’s Social Security Tax, unemployment taxes, and insurance, and any other amount which may be levied on
such wages and salaries, and the cost of all insurance and other employee benefits related thereto;
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(2)          all supplies and materials used in the operation, maintenance, repair, replacement and security of the Building;
 

(3)          the rental costs of any and all leased capital improvements and the annual amortization of any and all capital
improvements made to the Building which, although capital in nature, can reasonably be expected to reduce the normal
operating costs of the Building, to the extent of the lesser of such expected reduction in TICAM Expenses or the annual
amortization of such capital improvements, as well as all capital improvements made in order to comply with any legal
requirement hereafter promulgated by any governmental authority including, but not limited to, requirements relating to
the environment, energy, conservation, public safety, access for the disabled or security, as amortized over the useful life
of such improvements by Landlord for federal income tax purposes;

  
(4)          the cost of all utilities for the Building, other than the cost of utilities supplied to tenants of the Building which are

separately metered or reimbursed to Landlord by such tenants;
 

(5)          the cost of all maintenance and service agreements with respect to the operation of the Building or any part thereof,
including, without limitation, trash removal from a Building common area dumpster, management fees, alarm service,
equipment, landscape maintenance and parking area maintenance and operation;

 
(6)          the cost of all insurance relating to the Building and each of the premises contained therein, including, without

limitation, casualty and liability insurance applicable to the Building and Landlord’s personal property used in
connection therewith;

 
(7)          all taxes and assessments and governmental charges, whether federal, state, county, or municipal, and whether by taxing

districts or authorities presently taxing or by others, subsequently created or otherwise, including all taxes levied or
assessed against or for leasehold improvements and any other taxes and assessments attributable to the Building and the
operation thereof, together with the reasonable cost (including attorneys, consultants and appraisers) of any negotiation,
contest or appeal pursued by Landlord in an effort to reduce any such tax, assessment or charge, excluding, however,
federal and state taxes on Landlord’s income, but including all rental, sales, use and occupancy taxes or other similar
taxes, if any, levied or imposed by any city, state, county, or other governmental body having j jurisdiction;

 
(8)          the cost of all repairs, replacements, removals and general maintenance with respect to the Building, including without

limitation, the exterior walls, doors, windows, roof, paving, walkways, landscaping and signage;
 

(9)          the cost of all repairs, replacements, removals and general maintenance of any common plumbing, mechanical, and
electrical systems, including without limitation, any fire sprinkler system, whether interior or exterior;

 
(10)        the cost of all repairs, replacements, removals and general maintenance for any structural component of the Building;

and
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(11)        pro rata assessments, based upon acreage, for the costs and expenses of maintaining the common areas of the Building
and Project, if applicable, and any assessments owed to any property owners’ association.

 
(g)          Specifically excluded from TICAM Expenses are:

 
(1)          expenses for capital improvements made to the Building, other than capital improvements described in Section 4.04(f)

(3) above and except for items which, though capital for accounting purposes, are properly considered maintenance and
repair items, such as painting of the Building exterior and painting and/or wallpapering of common areas and like items;

 
(2)          expenses for repair, replacement and general maintenance paid by proceeds of insurance or by Tenant or other third

parties;
 

(3)          alterations attributable solely to tenants of the Building other than Tenant;
 

(4)          increases in taxes resulting from higher valuations of the Building attributable to Tenant’s Upfit (defined in Exhibit C)
or alterations made by Tenant in excess of typical up fits in the Building, which increase shall be paid by Tenant as
Additional Rent;

 
(5)          depreciation of the Building;

 
(6)          leasing commissions; and

 
(7)          federal and state income taxes imposed on Landlord.

 
Notwithstanding anything to the contrary in the specific exclusions from TICAM Expenses set forth above, TICAM Expenses shall, also, not
include the following:

 
(i)          Landlord’s general corporate overhead and general administrative expenses, other than charges for property management

and in-house labor provided for maintenance of the Building;
 

(ii)         costs arising from Landlord’s charitable or political contributions;
 

(iii)        federal and state income and franchise taxes of Landlord or any other such taxes not in the nature of real estate taxes,
except taxes on Rent;

 
(iv)        management fees to the extent they exceed the greater of (a) reasonable, similar costs incurred in comparable office

buildings in the Raleigh, North Carolina area, or (b) five percent (5%) of the gross receipts of the Building;
 

(v)          salaries, wages or other compensation paid to officers or executives of Landlord above the level of property manager in
their respective capacities;

 
(vi)         overhead and profit increments paid to subsidiaries or affiliates of Landlord for services on or to the Building or Project,

to the extent only that the costs of such services exceed competitive costs of such services were they not rendered by a
subsidiary or affiliate;

 
(vii)        any compensation paid to clerks, attendants or other persons in commercial concessions operated by Landlord;
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(viii)       capital expenditures required by Landlord’s gross negligence or willful misconduct to comply with laws enacted on or
before the Commencement Date of the Lease;

 
(ix)         costs incurred by Landlord for the repair of damage to the Building, to the extent Landlord is reimbursed by insurance

proceeds;
 

(x)          renovating or otherwise improving or decorating, painting or redecorating space leased to other tenants or other
occupants of the Building;

 
(xi)         costs for sculpture, paintings or other objects of art;

 
(xii)        electrical power costs and other services for which any tenant directly contracts with the local service company;

 
(xiii)       expenses in connection with services or other benefits which are not available to Tenant or for which Tenant is charged

directly, but which are not provided to another tenant or occupant of the Building;
 

(xiv)        all items and services for which Tenant has reimbursed Landlord or has paid to third persons;
 

(xv)         any ground lease rental;
 

(xvi)        interest, principal, points and fees on debts, or amortization on any mortgage or other debt instrument encumbering the
Building or the Land;

 
(xvii)       legal and other costs associated with the mortgaging, refinancing or sale of the Building, Land or Project or any interest

therein;
 

(xviii)      tax penalties incurred as a result of Landlord’s gross negligence, willful misconduct or inability to make payments
when due;

 
(xix)        any costs and expenses related to or incurred in connection with disputes with tenants of the Building or Land or any

lender for the Building or Land; and
 

(xx)          costs associated with leasing or marketing space in the Building, including tenant improvements, advertising, lease
commissions, legal fees to negotiate leases, space planning and marketing materials.

 
(h)          If the average occupancy rate for the Building is less than ninety-five percent (95%) in any calendar year of the Term, or if

Landlord is providing less than ninety-five percent (95%) of the Building with any item or items of work or service which would constitute a TICAM
Expense hereunder, then the amount of the TICAM Expenses for such period shall be adjusted to include any and all items enumerated under the definition
of TICAM Expenses set forth in this Subsection which Landlord reasonably determines Landlord would have incurred if the Building had been at least
ninety-five percent (95%) leased and occupied with all tenant improvements constructed or if Landlord had been providing such item or items of work or
service to at least ninety-five percent (95%) of the Building.  If the actual occupancy rate for the Building is ninety-five percent (95%) or greater, then the
actual TICAM Expenses shall be used for purposes of determining the TICAM Expense Adjustment described in this Section 4.04.
 

4.05          Cost of Living Adjustment.
 

Intentionally deleted.
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4.06          Net Lease.
 

It is the intention of Landlord and Tenant that, except for the costs and expenses specifically provided for herein to the contrary, all costs, expenses
and obligations of every kind relating directly or indirectly in any way, foreseen or unforeseen, to Tenant’s use, occupancy, possession, maintenance, repair
and replacement of the Leased Premises, or any part thereof, which may arise or become due during the Term shall be paid promptly and in full by Tenant
and that Landlord shall be indemnified by Tenant therefrom.
 

4.07          Security for the Lease.
 

(a)          Tenant shall deposit with Landlord on the date Tenant executes this Lease, security for the payment of all Rent and other charges
owed by Tenant pursuant to this Lease and the performance by Tenant of all of Tenant’s obligations under this Lease in the amount specified in Subsection
2.01(i) (the “Security”) on the understanding that: (i) the Security or any portion thereof may be applied to the curing of any default, or the payment of any
damages sustained by Landlord due to Tenant’s failure to perform its obligations, including, but not limited to, the payment of Rent and any alteration and
repair obligations under Article 7 herein, without prejudice to any other remedy or remedies at law or in equity which Landlord may have on account
thereof, and upon such application Tenant shall pay Landlord on demand, by check drawn on a United States of America bank, the amount SC applied
which shall be added to the remaining balance of the Security so the same will be restored to its original amount; (ii) Landlord shall not be obligated to hold
the Security as a separate fund, and may commingle it with other funds; and (iii) within thirty (30) calendar days after the expiration of the Term, provided
Tenant is not in default at the expiration of the Term and has delivered exclusive possession of the Leased Premises to Landlord, the remaining balance of
the Security shall be returned tc Tenant, without interest, which shall belong to Landlord.  Tenant acknowledges that any mortgagee of Landlord will not be
liable for the refund of any amount Tenant has paid to Landlord as Security to the extent such amount is not delivered to the mortgagee.
 

(b)          The rights and obligations contained in this Section 4.07 shall survive the expiration or other termination of this Lease.
 

4.08          Late Charge.
 

If Tenant fails or refuses to pay any installment of Rent when due, Landlord, shall have the right to collect a late charge of five percent (5%) of the
amount of the late payment to compensate Landlord for the additional expense involved in handling delinquent payments and not as interest; provided,
however, that Tenant shall be allowed one (1) late payment of Rent in each calendar year of the Term, which late payment shall not be subject to a late
charge hereunder so long as such Rent is paid within five (5) calendar days of the due date.  If the payment of a late charge required by this Section is found
to constitute interest notwithstanding the contrary intention of Landlord and Tenant, the late charge shall be limited to the maximum amount of interest that
lawfully may be collected by Landlord under applicable law, and if any payment is determined to exceed such lawful amount the excess shall be applied to
any unpaid Rent then due and payable hereunder and/or credited against the next succeeding installment of Rent payable hereunder.  If all Rent payable
hereunder has been paid in full, any excess shall be refunded to Tenant Tenant shall reimburse Landlord for any processing fees charged to Landlord as a
result of Tenant’s checks having been returnee for insufficient funds.
 

4.09          Amortization of Excess Upfit
 

If (i) the actual cost of designing and constructing the Upfit (as defined in Exhibit C) exceeds the amount of the Allowance (as defined
in Exhibit C) (the “Excess Original Upfit”), and (ii) Tenant has not been in default in the payment of Ren or other sums due more than one (1) time during
the Term, and (iii) Tenant provides written notice to Landlord that Tenant elect:  to make additional Landlord-approved improvements to the Leased
Premises on or before the end of the twenty-fourth (24th) month after the Commencement Date (unless otherwise agreed to by Landlord and Tenant) (the
“Additional Upfit”), then Landlord shall pay for, and then receive from Tenant as set forth herein, such excess amount, up to a maximum of Seven Hundred
Sixty-Eight Thousand Eight Hundred Sixty-two Dollars and Fifty Cents ($768,862.50) (the “Amortized Allowance”).  Such Amortize Allowance shall be
amortized using an annual interest rate of seven percent (7%) and shall be payable by Tenant as Additional Rent.  Tenant may use all or a portion of such
Amortized Allowance for either the Excess Original Upfit or the Additional Upfit To the extent that Tenant uses any portion of the Amortized Allowance
for the Excess Original Upfit, then Tenant shall commence payment of such amount on the Commencement Date and such amount shall be amortized over
the Term (but not any Renewal Term as defined in Exhibit G) and payable by Tenant as Additional Rent.  To the extent that Tenant uses any portion of the
Amortized Allowance for the Additional Upfit, then Tenant shall commence payment of such amount as Additional Rent in the month following completion
of such Additional Upfit and such amount shall be amortized over the remaining Term (but not an} renewal Term).  In the event Tenant desires to exercise
this option, Tenant shall so notify Landlord, in writing, and Landlord am Tenant shall promptly enter into an amendment to this Lease setting forth the
amount of such Additional Rent.
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ARTICLE 5 - SERVICES
 

5.01          Services.
 

(a)          From and after the Commencement Date, Tenant shall pay or cause to be paid directly to the supplier all rents charges and rates
for all utility services related to Tenant’s use of the Leased Premises, which may include, without limitation, gas electricity, water, sewer, telephone, trash
removal from the Leased Premises and the like, including all utilities necessary for heating and air conditioning the Leased Premises.
 

(b)          If any such utilities are not separately metered or assessed or are only partially separately metered or assessed and are available
for use in common with other tenants in the Building, Tenant shall pay to Landlord within ten (10) calendar days of receipt of Landlord’s invoice, a
proportionate share of such charges for utilities available for use in common based on square footage of space leased to each tenant using such common
facilities.  Landlord may install re-registering meters and collect any and all utility charges as aforesaid from Tenant, making returns to the proper public
utility company or governmental unit, provided that Tenant shall not be charged more than the rates it would be charged for the same services if furnished
directly to the Leased Premises by such companies or governmental units.
 

(c)          At the option of Landlord, any utility or related service which Landlord may at any time elect to provide to the Leased Premises
may be furnished by Landlord or any agent employed by or independent contractor selected by Landlord, and Tenant shall accept the same therefrom to the
exclusion of all other suppliers so long as the rates charged by the Landlord or by the supplier of such utility or related service are competitive.
 

(d)          If Tenant fails to pay any utility bills when due, Landlord shall have the right, after giving Tenant ten (10) calendar days’ written
notice of Tenant’s failure to pay such utility bills, to thereafter pay such delinquent utility bills.  Tenant shall reimburse Landlord, within ten (10) calendar
days of receipt of Landlord’s invoice, for the amount of such delinquent utility bills paid by Landlord together with a surcharge of fifteen percent (15%) of
the amount due.  Such sums shall be added to the Rent next due hereunder and shall become Additional Rent for the purposes hereof.  Tenant shall be solely
responsible for any janitorial service to the Leased Premises.
 

(e)          If (i) the services which Landlord is obligated to provide are continuously interrupted for four (4) consecutive business days
(“Interruption”), and (ii) Tenant is unable to conduct business in the Leased Premises, and (iii) Tenant has notified Landlord immediately in writing that
Tenant is unable to conduct its business, and (iv) the Interruption is due to the gross negligence or willful misconduct of Landlord, its employees or agents,
and such services are not restored by Landlord, if under Landlord’s reasonable control, Tenant shall be entitled to an abatement of Rent on a day-for-day
basis.  The abatement shall begin on the fifth (5th) consecutive business day of the Interruption and shall end automatically when the services are restored.
 

5.02          Interruption of Services.
 

Except as otherwise set forth herein, Landlord shall have no liability to Tenant for disruption, interruption or curtailment of any utility service to
the Leased Premises, whether or not furnished by Landlord, and in no event shall such disruption, interruption or curtailment constitute constructive eviction
or entitle Tenant to an abatement of rent or other charges, nor relieve Tenant from its obligation to fulfill any covenant or agreement hereof.
 

5.03          Additional Charges.
 

In the event that any charge or fee is required after the Commencement Date by the State of North Carolina, or by any agency, subdivision or
instrumentality thereof, or by any utility company furnishing services or utilities to the Leased Premises, as a condition precedent to furnishing or
continuing to furnish utilities or services to the Leased Premises, such charge or fee shall be deemed to be a utility charge payable by Tenant.  The
provisions of this Section 5.03 shall include, but not be limited to, any charges or fees for present or future water or sewer capacity to serve the Leased
Premises, any charges for the underground installation of gas or other utilities or services, and other charges relating to the extension of or change in the
facilities necessary to provide the Leased Premises with adequate utility services.  In the event that Landlord has paid any such charge or fee after the date
hereof, Tenant shall reimburse Landlord for such utility charge with the payment thereof to be Additional Rent for purposes hereof.
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ARTICLE 6 - USE AND OCCUPANCY
 

6.01          Use and Occupancy.
 

(a)          Tenant (and its permitted assignees, subtenants, invitees, customers, and guests) shall use and occupy the Leased Premises solely
for the purpose that is specified in Subsection 2.01(i).  However, upon Landlord’s prior written agreement.  Tenant may change such purpose.
 

(b)          Tenant shall not use or occupy the Leased Premises, or permit any portion of the Leased Premises to be used or occupied, for any
business or purpose, or in any manner, by any number of persons greater than that specified in Subsection 2.01(j).
 

(c)          Tenant shall not use or occupy the Leased Premises, or permit any portion of the Leased Premises to be used or occupied, for any
business or purpose, or in any manner, which (i) is unlawful, disreputable or deemed to be extra-hazardous on account of fire or exposure to or interference
from electromagnetic rays and/or fields, (ii) violates the Building Rules, and/or (iii) unreasonably increases the rate of fire insurance coverage on the
Building or its contents.
 

(d)          Tenant shall conduct its business and control its employees and agents and all other persons entering the Building under the
express or implied invitation of Tenant, in such manner as not to create any nuisance, or interfere with, annoy or disturb any other tenant or Landlord in its
operation of the Building.
 

(e)          Tenant shall not grant any concession or license within the Leased Premises or allow any person other than Tenant, its partners,
managers, members, officers, directors, employees, consultants and agents to occupy or use the Leased Premises or any portion thereof.
 

(f)          Landlord shall provide Tenant with the number of unreserved parking spaces set forth in Subsection 2.01(f) of this Lease (which
number includes Tenant’s pro rata share of the total number of spaces for the Building designated for handicapped or visitors), at no additional charge. 
Landlord shall identify four (4) of such unreserved parking spaces for visitors to the Building.  Tenant shall notify Landlord promptly of any additional
parking needs, which needs may, in Landlord’s sole discretion, be considered on a case-by-case basis.
 

(g)          Tenant may, at Tenant’s sole cost and expense, and with prior written approval from Landlord, which approval shall not be
unreasonably withheld, and the City of Durham, North Carolina, install Tenant’s trademarked logo and tradename with stylized print on the parapet of the
Building at or near Tenant’s primary entry.  Tenant may also install vinyl identification graphics on the front window adjacent to the front door at the Leased
Premises.  All such signage shall be (i) tastefully and professionally done in a manner consistent with the standard(s) for the Building (but in accordance
with Tenant’s stylized print), (ii) non-exclusive, and (iii) shall be subject to all federal, state, and local statutes, ordinances, codes and regulations. 
Following the expiration or earlier termination of this Lease, Landlord shall remove all of Tenant’s signage on the parapet of the Building, if any, and repair
the Building from any damage caused by such signage, at Tenant’s sole cost and expense.
 

6.02          Care of the Leased Premises.
 

(a)          Tenant shall not commit or allow to be committed any waste or damage to any portion of the Leased Premises, or the Building or
the Project, if applicable, nor permit or suffer any overloading of the floors or other use of the improvements that would place an undue stress on the same
or any portion thereof beyond that for which the same was designed, and, at the termination of this Lease, by lapse of time or otherwise, Tenant shall deliver
up the Leased Premises to Landlord in as good a condition as existed on the date of possession by Tenant, ordinary wear and tear, and loss by insured
casualty and condemnation excepted.
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(b)          Tenant shall not use, suffer or permit the Leased Premises, or any portion thereof, to be used by Tenant, any third party or the
public in such manner as might reasonably tend to impair Landlord’s title to the Leased Premises, or any portion thereof, or in such manner as might
reasonably make possible a claim or claims of adverse usage or adverse possession by the public, as such, or third persons, or of implied dedication of the
Leased Premises, or any portion thereof.  Tenant shall have no authority, express or implied, to create or place any lien or encumbrance of any kind or nature
whatsoever upon, or in any manner to bind, the interest of Landlord in the Leased Premises for any claim in favor of any person dealing with Tenant
including those who may furnish materials or perform labor for any construction or repairs, and each such claim shall affect and each such lien shall attach
to, if at all, only the interest of Tenant in the Leased Premises.  Tenant shall pay or cause to be paid all sums legally due and payable by it on account of any
labor performed or materials furnished in connection with any work performed on the Leased Premises, and Tenant shall save and hold Landlord harmless
from any and all loss, cost or expense based on or arising out of asserted claims or liens against the Leased Premises or Tenant’s interest therein or against
the rights, titles and interests of Landlord in the Leased Premises or under the terms of this Lease.
 

(c)          Tenant shall notify Landlord at least ten (10) business days prior to vacating the Leased Premises and shall arrange to meet with
Landlord to jointly inspect the Leased Premises.  If Tenant does not give such notice or meet for such joint inspection, then Landlord’s inspection of the
Leased Premises shall be deemed accurate for the purpose of determining Tenant’s responsibility for repair and restoration of the Leased Premises.
 

(d)          In the event Tenant has not removed all of its equipment and personal property from the Leased Premises within five (5) calendar
days of the expiration or other termination of this Lease, then Landlord shall have the right to (i) remove Tenant equipment and personal property from the
Leased Premises, and/or (ii) retain, dispose of or sell any or all of Tenant’s equipment and persona] property, all without incurring any liability to Tenant
whatsoever, and in the event of any such sale, Landlord shall have the right to immediately apply the proceeds of the sale and/or the Security to any
amount(s) due under this Lease, including the costs of such removal, retention, disposal and/or sale.
 

(e)          The rights and obligations contained in this Section 6.02 shall survive the expiration or other termination of this Lease.
 

6.03          Hazardous or Toxic Materials.
 

(a)          When used herein, the term “Hazardous or Toxic Material(s)” shall include all materials and substances which have been
determined to be hazardous to health or the environment and are regulated by applicable federal, state and/or local laws, as the same may be amended from
time to time, and all rules, regulations, ordinances, opinions, orders and directives issued or promulgated pursuant to or in connection with said laws by any
governmental or quasi-governmental agency, body or authority having jurisdiction (“Environmental Law(s)”).
 

(b)          Tenant shall not cause or allow to occur any violation of any Environmental Laws on, under or about the Leased Premises, the
Building or the Project.  Whenever any Environmental Law requires the “owner or operator” to do any act, Tenant shall do such act at its sole cost and
expense with respect to matters or conditions arising out of Tenant’s use or occupancy of the Leased Premises.
 

(c)          Except as otherwise set forth herein, Tenant shall not cause or allow the receipt, storage, use, generation, manufacture, refining
production, processing, location, handling or disposal anywhere in, on, under or about the Leased Premises, the Building or the Project, or the transportation
to or from the Leased Premises, the Building or the Project, of any product, material or merchandise which is explosive, highly inflammable, injurious to
health, or a Hazardous or Toxic Material.
 

(d)          Notwithstanding the foregoing, Tenant shall not be in breach of this provision as a result of the presence in the Leased Premises
of Hazardous or Toxic Materials which are in quantities reasonably necessary for or incidental to Tenant’s normal and customary conduct of business and
are in strict compliance with all Environmental Laws.
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(e)          Landlord acknowledges that Tenant will be using the substances listed in Exhibit F.  as such Exhibit may be amended in writing
from time to time by the parties, in the Leased Premises, which use shall nevertheless be in accordance with all Environmental Laws.  During the Term,
Tenant shall provide to Landlord all information regarding the use, generation, storage, transportation and/or disposal of Hazardous or Toxic Materials
within ten (10) business days of Landlord’s written request (which such request may be sent by electronic mail (e-mail)).  If Tenant fails to fulfill any duty
imposed under this subsection (e) within said ten (10) business day period.  Landlord shall have the right to prepare, and in such case Tenant shall fully
cooperate with Landlord in the preparation of, all documents Landlord reasonably deems necessary or appropriate to determine the applicability of any
Environmental Laws to the Premises and Tenant’s use thereof, and for compliance therewith, and Tenant shall execute all such documents within five
(5) business days of Landlord’s request.  No such action by Landlord and no attempt(s) made by Landlord to mitigate damages under any Environmental
Law shall constitute a waiver of any of Tenant’s obligations under this Lease.
 

(f)          Tenant shall, at Tenant’s own cost and expense: (i) comply with all Environmental Laws, and (ii) make all submissions to,
provide all information required by, and comply with all requirements of all governmental and quasi-governmental agencies, bodies and authorities having
jurisdiction (the “Authority(ies)”) under the Environmental Laws arising in connection with its obligations under this Section 6.03.
 

(g)          Should any Authority or any third party demand that a cleanup plan be prepared and that a cleanup be undertaken because any
deposit, spill, discharge or other release of Hazardous or Toxic Material(s) occurs in the Leased Premises, the Building or elsewhere in the Project (and such
deposit, spill, discharge or other release of Hazardous or Toxic Material(s) was caused by Tenant or Tenant’s partners, managers, members, officers,
directors, employees, shareholders, agents, contractors, customers or any person entering the Leased Premises, Building or Project under the express or
implied invitation of Tenant) during the Term from Tenant’s use or occupancy of the Leased Premises, then Tenant shall, at Tenant’s own cost and expense,
prepare and submit the required plans and all related bonds and other financial assurances, and Tenant shall carry out all such cleanup plans at Tenant’s own
expense, or at Landlord’s option, reimburse Landlord for the cost of each of the foregoing.
 

(h)          In addition to the foregoing, Tenant acknowledges that Landlord shall have the right to obtain, at Tenant’s sole cost and expense,
a report from an independent third-party consultant that is satisfactory to Landlord (with Landlord acting reasonably in its selection), in a form that provides
detailed information about the extent to which any Hazardous or Toxic Materials are present in the Leased Premises and that includes a warranty of the
accuracy of the information provided, at the request of Landlord at least sixty (60) calendar days prior to the scheduled Expiration Date (as such may be
extended per written agreement between Landlord and Tenant) or other termination of this Lease.  In the event such report indicates the presence of any
Hazardous or Toxic Materials in the Leased Premises above the levels established by the applicable Authorities, Tenant shall arrange for the clean-up of the
Leased Premises by a company that is satisfactory to Landlord (with Landlord acting reasonably in its approval), in strict and complete compliance with all
applicable Environmental Laws, prior to the Expiration Date or other termination of this Lease, at Tenant’s sole cost and expense, and Tenant shall arrange
to have the Leased Premises re-inspected by such consultant and to have another report issued.  Tenant’s responsibility to arrange and pay for such clean-
up(s) and re- inspection^) shall continue until the consultant’s report warrants that the Leased Premises are completely free of Hazardous or Toxic Materials
or that the residue levels of any such Hazardous or Toxic Materials are within legal limits.
 

(i)          The rights and obligations contained in this Section 6.03 shall survive the expiration or other termination of this Lease.
 

6.04          Entry for Repairs and Inspection.
 

Tenant shall, upon at least twenty-four (24) hours advance notice by Landlord, except in the case of an emergency when no notice is required,
permit Landlord and its contractors, agents and representatives to enter into and upon any part of the Leased Premises at all reasonable hours and for a
reasonable length of time to inspect the same, make repairs, or show the same to prospective lenders or purchasers at any time during the Term and during
the last six (6) months of the Term (or, in the event Tenant is not in occupancy of the Leased Premises, during the last twelve (12) months of the Term) show
the same to prospective tenants, and for any other purpose as Landlord may deem necessary or desirable.  Landlord or its contractor(s), agent(s) or
representative(s) shall be accompanied by a representative of Tenant at all times while in the Leased Premises, except in the case of an emergency or as
otherwise agreed to by Landlord and Tenant.  Tenant shall not be entitled to any abatement or reduction of Rent by reason of any such entry.  In the event of
an emergency, when entry to the Leased Premises shall be necessary, and if Tenant shall not be personally present to open and permit entry into the Leased
Premises, Landlord or Landlord’s agent may enter the same by master key, code, card or switch, or may forcibly enter the same, without rendering Landlord
or such agents liable therefor, and without, in any manner, affecting the obligations and covenants of this Lease.
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6.05          Compliance with Laws; Rules of Building.
 

(a)          Tenant shall comply with, and Tenant shall cause its employees and agents and all other persons entering the Building under the
express or implied invitation of Tenant to comply with, all laws, ordinances, orders, rules, regulations (state, federal, municipal and other agencies or bodies
having any jurisdiction thereof), and any recorded covenants, conditions and restrictions of the Project, which relate to the use, condition or occupancy of
the Leased Premises, the Building or the Project, including, without limitation, all local, state and federal environmental laws, and the Building Rules,
attached hereto and incorporated herein as Exhibit D.  as such are reasonably altered by Landlord from time to time, provided that Tenant receives a written
copy of such amended Building Rules.
 

(b)          Landlord represents and warrants, to the best of its knowledge and based upon no independent investigation that, as of the date of
this Lease, Landlord has complied with all laws, ordinances, orders, rules and regulations (state, federal, municipal and other agencies or bodies having any
jurisdiction thereof) relating to the use, condition or occupancy of the Building, including the Americans with Disabilities Act of 1990 (“ADA”).
 

6.06          Access to Building.
 

(a)          Subject to Section 6.01 and the other terms and conditions set forth below, Subject to the terms and conditions set forth below
and in this Lease, Tenant and its employees shall have access to the Building and the Leased Premises twenty-four (24) hours a day, three hundred sixty-five
(365) days per year.  Except as set forth herein, Tenant shall have no right of access to the roof of the Leased Premises or the Building or to the roof of any
building in the Project.  Tenant shall have right of access to the roof of the Building in case of a roof malfunction or mechanical failure of equipment located
on the roof of the Building when resolution of the problem is critical to the conduct of Tenant’s business; provided, however, Tenant must notify Landlord in
advance of any such roof access, and Landlord’s representative shall accompany Tenant and provide Tenant with such roof access to the Building.  In the
event Landlord fails to provide such roof access to Tenant within four (4) hours of Tenant’s notification to Landlord, then Tenant may then gain access to the
roof of the Building without Landlord’s representative accompanying Tenant.  In addition to the foregoing, Tenant may, with forty-eight (48) hours advance
notice to Landlord, and provided Tenant is accompanied by a representative of Landlord, have access to the rooftop of the Building for normal maintenance
of the mechanical systems that are located thereon.  Landlord expressly reserves the right, in its sole discretion, to temporarily or permanently change the
location of, close, block and otherwise alter any entrances, corridors, skywalks, tunnels, doorways and walkways leading to or providing access to the
Building or any part thereof and otherwise restrict the use of same provided such activities do not unreasonably impair Tenant’s access to the Leased
Premises, common areas and parking areas.  Landlord shall not incur any liability whatsoever to Tenant as a consequence thereof.  Such activities shall not
be deemed to be a breach of any of Landlord’s obligations hereunder.  Landlord shall exercise good faith in notifying Tenant a reasonable time in advance of
any alterations, modifications or other actions of Landlord under this Section.
 

(b)          Unless caused by the gross negligence or willful misconduct of Landlord, Tenant expressly agrees that neither Landlord nor
Landlord’s partners, managers, members, agents, officers, directors or employees shall be liable to Tenant or Tenant’s partners, managers, members, agents,
officers, directors and employees, or to any person entering, for any reason whatsoever, the Leased Premises, Building or Project, for any injury, death, loss
or damage arising out of any crime attempted or committed in the Leased Premises, Building or Project.
 

6.07          Peaceful Enjoyment
 

Tenant shall and may peacefully have, hold and enjoy the Leased Premises without interference from any party claiming by or through Landlord,
subject to the terms of this Lease, provided Tenant pays the Rent and other sums required to be paid by Tenant and performs all of Tenant’s covenants and
agreements herein contained.  This covenant and any and all other covenants of Landlord contained in this Lease shall be binding upon Landlord and its
successors only with respect to breaches occurring during its and their respective ownership of Landlord’s interest in the Building.  Landlord shall not be
responsible for the acts or omissions of any other tenant or third party that may interfere with Tenant’s use and enjoyment of the Leased Premises; provided,
however, that Landlord shall use its reasonable best efforts to enforce the Building Rules.
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6.08          Relocation.
 

Intentionally deleted.
 

ARTICLE 7 - CONSTRUCTION, ALTERATIONS AND REPAIRS
 

7.01          Construction.
 

(a)          Prior to the start of the Term, Landlord shall, at its expense up to the amount of the Allowance (as defined in Exhibit C) design
and construct the Upfit (as defined in Exhibit C) in the Leased Premises in accordance with the Workletter Agreement set forth in Exhibit C.  Any cost
incurred by Landlord for the design, demolition (if applicable), and construction of the Upfit, in excess of the Allowance shall be paid by Tenant as stated
in Exhibit C.  Notwithstanding the foregoing, any increases in taxes resulting from higher valuations of the Building attributable to Tenant’s Upfit or
alterations in excess of typical up fits in the Building shall be paid by Tenant as Additional Rent.
 

(b)          In addition to the Upfit (i.e., the costs of construction of the loading dock will not be deducted from or part of the Allowance) ,
on or before the Commencement Date, Landlord shall, at a cost to be borne equally between Landlord and Tenant, construct a commercially reasonable
loading dock on the back of the Leased Premises.  Landlord shall pay for the construction of the loading dock and Tenant shall pay its portion of the loading
dock construction within ten (10) business days of receipt of Landlord’s invoice therefor,
 

7.02          Alterations.
 

(a)          Tenant shall make no alterations, installations, additions or improvements in, on or to the Leased Premises without Landlord’s
prior written consent, which consent shall not be conditioned or delayed.  All such work shall be designed and made in a manner, and by architects,
engineers, workmen and contractors, reasonably satisfactory to Landlord.  All alterations, installations, additions and improvements (including, without
limitation, paneling, partitions, millwork and fixtures) made by or for Tenant to the Leased Premises shall remain upon and be surrendered with the Leased
Premises and become the property of Landlord at the expiration or termination of this Lease or the termination of Tenant’s right to possession of the Leased
Premises; provided. Landlord may require Tenant to remove any or all of such items that are not Building standard upon the expiration or termination of this
Lease or the termination of Tenant’s right to possession of the Leased Premises in order to restore the Leased Premises to the condition existing at the time
Tenant took possession.  Landlord shall inform Tenant, at the time of Tenant’s request for any such non-Building standard alterations, installations, additions
or improvements, of Landlord’s requirement to have same removed at the expiration or other termination of this Lease.
 

(b)          In addition to the foregoing, Tenant shall, within fifteen (15) calendar days of Landlord’s written request, provided such Landlord
request is made within three (3) months after the expiration or earlier termination of this Lease, remove all telephone, data wiring and fire suppression
systems installed by Tenant from the Leased Premises, and Tenant shall repair any damage to the Leased Premises caused by any such removal.  Tenant
shall bear the costs of removal of Tenant’s property from the Building and of all resulting repairs thereto.
 

(c)          All work performed bv Tenant with respect to the Leased Premises shall (i) not alter the exterior appearance of the Building or
adversely affect the structure, safety, systems or services of the Building; (ii) comply with all Building safety, fire and other codes and governmental and
insurance requirements; (iii) be completed promptly and in a good and workmanlike manner; (iv) be performed in a manner that does not cause interference
or disharmony with any labor used by Landlord, Landlord’s contractors or mechanics or by any other tenant or such other tenant’s contractors or mechanics;
and (v) not cause any mechanic’s, materialman’s or other similar liens to attach to Tenant’s leasehold estate.  Tenant shall not permit, or be authorized to
permit, any liens (valid or alleged) or other claims to be asserted against Landlord or Landlord’s rights, estates and interests with respect to the Building, the
Project or this Lease in connection with any work done by or on behalf of Tenant, and Tenant shall indemnify and hold Landlord harmless against any such
liens.  Tenant shall provide Landlord with a copy of all final lien waivers from any general contractor and any subcontractors or suppliers) of goods or
services in connection with any work done by or on behalf of Tenant in the Leased Premises.
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(d)          Notwithstanding the foregoing, Tenant shall, at Tenant’s sole cost and expense, with Landlord’s consent, which consent shall not
be unreasonably withheld, have the right to make minor, non-structural improvements or minor decorations within the Leased Premises which are cosmetic
in nature, employing contractors selected by Tenant and approved by Landlord in Landlord’s reasonable discretion, provided such
improvements/decorations: (i) are in keeping with the standards of Tenant’s existing Leased Premises, (ii) do not affect the structure of the Building or the
electrical, mechanical, plumbing or life safety systems of the Building, and (iii) do not cost, or result in expenses of.  more than Ten Thousand Dollars
($10,000.00) total per annum.
 

(e)          (i)      Further notwithstanding the foregoing, Landlord shall allow Tenant to install, at Tenant’s sole cost and expense, one
(1) diesel fueled back-up generator (the “Back-up Generator”) to serve the Leased Premises, and no other back-up or emergency generator shall be allowed.
 The Back-up Generator shall be located on the Land in a location selected by Landlord in Landlord’s sole discretion.  The Back-up Generator and all
equipment associated with the Back-up Generator shall be placed and screened in a manner acceptable to Landlord, at Landlord’s sole discretion.  The diesel
fuel tank shall be factory integrated by the manufacturer of the Back-up Generator, shall be above ground, shall have a containment area under and around
the fuel tank, and shall be subject to all of the same provisions and conditions as for the Back-up Generator.  If requested by Landlord before the Expiration
Date, Tenant shall remove any such Back-up Generator at the expiration or earlier termination of this Lease or any renewals of the Term.  If requested by
Landlord after the Expiration Date or earlier termination of this Lease, Tenant shall remove any such Back-up Generator within sixty (60) calendar days
following Landlord’s request.  In either case.  Tenant shall repair any damage caused by such removal at Tenant’s sole cost and expense.  Tenant hereby
specifically agrees that all periodic testing of the Back-up Generator and/or Back-up Generator equipment shall be conducted either before or after normal
business hours (normal business hours are 8:00 a.m. through 6:00 p.m. Monday through Friday) in order to avoid disruption to other tenants in the
Building.  In addition to the foregoing.  Tenant shall indemnify and hold harmless Landlord, its members, managers, agents, employees, and other tenants in
the Building, from all loss, costs, expense, liability or damages incurred due to the presence, operation, maintenance and/or repair of the Back-up Generator
and the diesel fuel tank reference herein or any replacements of same.
 

(ii)     Tenant, at Tenant’s sole cost and expense, shall be solely responsible for the operation (including all electrical costs),
maintenance, repairs) and replacement(s) for and to the Back-up Generator, shall ensure that performance of the same shall be conducted in a commercially
reasonable fashion, and shall provide Landlord with copies, at least one (1) time per year, of all service contracts evidencing such maintenance and all
documentation related to repairs and replacements.
 

(iii)    Tenant shall ensure that the Back-up Generator and all items related thereto shall be, as of their respective installation
dates, and shall remain, in full compliance with all applicable laws, rules, regulations and orders (including environmental).
 

(f)          The provisions of this Section 7.02 shall survive the expiration or other termination of this Lease.
 

7.03          Maintenance and Repairs by Tenant.
 

(a)          Tenant, at its sole cost and expense and at all times, throughout the term of this Lease, shall take good care of the Leased
Premises, and shall keep the same safe and in good order, condition and repair, and irrespective of such agreement to repair, shall make and perform all
routine maintenance thereof and all necessary repairs thereto, which are nonstructural, ordinary and extraordinary, foreseen and unforeseen, and of every
nature, kind and description, but excluding the items listed in Sections 4.4(f) (9) and (10).  Notwithstanding anything to the contrary in this Lease, Tenant
shall also maintain its exterior heating, ventilating and air conditioning systems, as well as any other improvements installed for or by Tenant in or on the
exterior of the Building which are not used by other tenants in the Building.  Further, Tenant shall keep the Leased Premises safe for human occupancy and
use.  When used in this Section 7.03, “repairs” shall include all necessary replacements, renewals, alterations, additions and betterments.  All repairs made
by Tenant shall be at least equal in quality and cost to the original work and shall be made by Tenant in accordance with all laws, ordinances and
regulations, whether heretofore or hereafter enacted.  The necessity for or adequacy of maintenance and repairs shall be measured by the standards which
are appropriate for improvements of similar construction and class, provided that Tenant shall in any event make all repairs necessary to avoid any structural
damage or other damage or injury to the Leased Premises.
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(b)          Notwithstanding the above provisions to the contrary, except where the need for the HVAC Capital Repair (as defined below) is
caused by Tenant’s or its agents’, employees’ or invitees’ negligent or willful acts or Tenant’s failure to keep the required HVAC maintenance contract
continuously in effect, Tenant’s repair obligations under this Lease with respect to the HVAC system serving the Premises as of the Execution Date shall be
limited to ordinary and reasonable maintenance of, and shall not include any capital repair/replacements (the “HVAC Capital Repair”), to, that system. 
Landlord, after notice of a need for an HVAC Capita] Repair is received from Tenant, shall, at its own expense, promptly- and diligently cause the HVAC
Capital Repair to be made.  Tenant shall nevertheless reimburse Landlord, within fifteen (15) business days, for Tenant’s Allocable Share (as defined below)
of all reasonably necessary costs incurred by Landlord in completing the HVAC Capital Repair (the “HVAC Capital Repair Costs”).  “Tenant’s Allocable
Share” shall equal the HVAC Capital Repair Costs times a fraction, the numerator of which is the number of months remaining in the current Term of the
Lease as of the date of the substantial completion of the HVAC Capital Repair (as certified by the subcontractor making the repair/replacement) and the
denominator of which is eighty-four (84).  In the event Tenant properly exercises its Renewal Option, Tenant’s Allocable Share shall be recalculated by
adding the total number of months in the Renewal Term to the numerator and denominator described above.  The difference between the original calculation
and this recalculation shall be paid by Tenant to Landlord prior to the commencement of the Renewal Term.  For purposes of this subsection, a
repair/replacement will be deemed “capital” in nature if the reasonable cost of that repair/replacement exceeds fifty percent (50%) of the replacement costs
for the FTVAC System.  The parties acknowledge that the provisions of this Section shall not apply to that portion of the Premises’ HVAC system installed
as part of the Upfit, the repair of which, whether capital or not, shall remain Tenant’s responsibility as provided in Section 7.03(a) above.
 

7.04          Maintenance/Service Contract
 

Tenant, at its own cost and expense, covenants and agrees to enter into regularly scheduled preventative maintenance/service contracts with
maintenance contractors for servicing any heating, ventilating, and air conditioning systems and other equipment which would benefit therefrom which are
within or are serving the Leased Premises.  Each maintenance contractor and contract must be approved in advance by Landlord, in its reasonable
discretion.  The service contract must include all services suggested by the equipment manufacturer within the operation/maintenance manual (a copy of
such operation/maintenance manual shall be delivered to Tenant on or before the Commencement Date) and must become effective (and a copy thereof
delivered to Landlord) within thirty (30) days of the date Tenant takes possession of the Leased Premises.  Tenant’s duty to maintain its heating, ventilating
and air conditioning systems shall specifically include the duty to inspect such systems, to replace filters as recommended and to perform other
recommended periodic servicing.
 

7.05          Tenant’s Waiver of Claims Against Landlord.
 

Except as otherwise set forth herein.  Landlord shall not be required to furnish any services or facilities or to make any repairs or alterations in,
about or to the Leased Premises or any improvements hereafter erected thereon.  Tenant hereby assumes the full and sole responsibility for the condition,
operation, repair, replacement, maintenance and management of the Leased Premises and all improvements hereafter erected thereon, and Tenant hereby
waives any rights created by any law now or hereafter in force to make repairs to the Leased Premises or improvements hereafter erected thereon at
Landlord’s expense, except as otherwise set forth herein.
 

7.06          Landlord’s Right to Effect Repairs.
 

If Tenant should fail to perform any of its obligations under this Article 7,  then Landlord may, if it so elects, in addition to any other remedies
provided herein, effect such repairs and maintenance.  Any sums expended by Landlord in effecting such repairs and maintenance shall be due and payable,
immediately upon receipt of Landlord’s invoice therefor, together with an additional charge of fifteen percent (15%).
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ARTICLE 8 - CONDEMNATION, CASUALTY, INSURANCE AND INDEMNITY
 

8.01          Condemnation.
 

If all or substantially all of the Leased Premises is taken by virtue of eminent domain or for any public or quasi-public use or purpose, this Lease
shall terminate on the date the condemning authority takes possession.  If only a part of the Leased Premises is so taken, or if a portion of the Building not
including the Leased Premises is taken, this Lease shall, at the election of Landlord, either (i) terminate on the date the condemning authority takes
possession by giving notice thereof to Tenant within thirty (30) calendar days after the date of such taking of possession or (ii) continue in full force and
effect as to that part of the Leased Premises not so taken, in which case Rent shall be reduced on a square footage basis by the amount of square footage of
the Leased Premises taken or condemned.  All proceeds payable from any taking or condemnation of all or any portion of the Leased Premises and the
Building shall belong to and be paid to Landlord, and Tenant hereby expressly assigns to Landlord any and all right, title and interest of Tenant now or
hereafter arising in and to any such awards.  Tenant shall have no, and waives any, claim against Landlord and the condemner for the value of any unexpired
term.  Tenant shall have the right to pursue a condemnation award from the condemning party, but only to the extent that an award to Tenant (i) is separately
stated, and (ii) does not diminish any award to Landlord.
 

8.02          Damages from Certain Causes.
 

Neither Landlord nor Tenant shall be liable or responsible to the other party for any injury, loss, damage or inconvenience to any person, property
or business occasioned by theft, fire, act of God, public enemy, injunction, riot, strike, insurrection, war, court order, requisition order of governmental body
or authority, or any other cause beyond such other party’s control.
 

8.03          Fire or Other Casualty.
 

(a)          In the event of a fire or other casualty in the Leased Premises, Tenant shall immediately give written notice thereof to Landlord.
 

(b)          If the Leased Premises or any portion of the Building and/or Project is damaged by fire or other casualty, Landlord shall have the
right, but not the duty, to terminate this Lease or to repair the Leased Premises with reasonable dispatch, subject to delays resulting from adjustment of the
loss and any other cause beyond Landlord’s reasonable control.
 

(c)          Landlord shall provide written notice to Tenant within thirty (30) calendar days after the date of any casualty as to Landlord’s
election to terminate or repair.  The notice shall provide Landlord’s reasonable estimate as to whether the repair and restoration can be completed within one
hundred eighty (180) calendar days after the date of such notice.  In the event Landlord’s notice provides that repair or restoration will take more than one
hundred eighty (180) calendar days after the date of such notice.  Tenant shall have the right to terminate this Lease, provided that Tenant must deliver
written notice of its election to terminate within ten (10) calendar days after receipt of Landlord’s notice thereof.  If Tenant fails to deliver such notice in the
time period specified above, Tenant shall be deemed to have waived its right to terminate.
 

(d)          Subject to Force Majeure (defined in Section 11.08) in the event Landlord has not completed the repair(s) or restoration of the
Leased Premises within eight (8) months after the date of Landlord’s notice to Tenant as set forth in Section 8.03(c), Landlord shall provide written notice of
such delay, and Tenant shall then have the right to terminate this Lease, provided that (i) Tenant must deliver written notice of its election to terminate
within five (5) calendar days after receipt of Landlord’s notice thereof and (ii) Landlord shall not have completed the repairs) or restoration of the Leased
Premises within such five (5) calendar day period.  If Tenant fails to deliver such notice in the time period specified above, Tenant shall be deemed to have
waived its right to terminate.
 

(e)          Anything in this Lease to the contrary notwithstanding, Landlord shall not be required, but rather it shall be Tenant’s duty, to
repair or replace any of the following: (i) furniture, furnishings or other personal property which Tenant may be entitled to remove from the Leased
Premises and (ii) any installations in excess of those improvements made to the Leased Premises by Landlord or at Landlord’s expense.  Until Landlord’s
repairs are completed, the Rent shall be abated in proportion to the portions of the Leased Premises, if any, which are untenantable commencing on the date
of the casualty.  Notwithstanding anything contained in this Section.  Landlord shall only be obligated to restore or rebuild the Leased Premises to
improvements made to the Leased Premises by Landlord or at Landlord’s expense, and Landlord shall not be required to expend more funds than the
amount received by Landlord from the proceeds of any insurance carried by Landlord.  Notwithstanding the preceding, Landlord shall have no duty to
restore, repair, replace or rebuild the Leased Premises in the event that any mortgagee of Landlord should require that insurance proceeds received as a
result of such fire or other casualty be applied to payment of the mortgage debt, and, in such event.  Landlord shall have the right to terminate this Lease
immediately.
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8.04          Insurance Policies.
 

(a)          Landlord shall maintain (i) policies of insurance covering damage to the Leased Premises and all Building- standard tenant
improvements provided by Landlord or at Landlord’s expense in the amount of not less than one hundred percent (100%) of the replacement value thereof
providing protection against all perils included within the classification of fire and extended coverage, including endorsements for vandalism, malicious
mischief, and fire sprinkler leakage; (ii) a policy or policies of commercial general liability insurance, such insurance to afford minimum protection (which
may be effected by primary or excess coverage) of not less than $2,000,000.00 for personal injury or death in any one occurrence and of not less than
$1,000,000.00 for property damage in any one occurrence; and (iii) a policy or policies of loss-of-rent/business interruption insurance covering the full
amount of Rent due under this Lease for a period of twelve (12) months from the date of the interruption.  Tenant shall reimburse Landlord for Tenant’s pro
rata share of the cost of the premiums for all such insurance policies, which premiums shall be payable upon demand as Additional Rent hereunder.
 

(b)          Tenant shall, at its expense, maintain in full force and effect during the Term (i) standard fire and extended coverage insurance on
all of its personal property, including removable trade fixtures, located in the Leased Premises and on its non-Building standard leasehold improvements and
all other additions and improvements (including fixtures) made by Tenant; (ii) a policy or policies of commercial general liability insurance, such policy or
policies to afford, through primary and/or excess coverage, minimum protection of not less than Two Million Dollars ($2,000,000,00) for bodily injury
and/or property damage, including personal injury, in any one occurrence; and (iii) a policy or policies, if available, insuring against injury or damage from
exposure to or interference from electromagnetic rays and/or fields.
 

(c)          All insurance policies required to be maintained by Tenant shall (i) be issued by and binding upon solvent insurance companies
licensed to conduct business in the State of North Carolina, and which are rated A-:VII1 or better by Best’s Key Rating Guide, (ii) have all premiums fully
paid on or before the due dates, (iii) name Landlord and such other persons or entities as Landlord may from time to time designate as additional insureds
without restriction, (iv) provide that they shall not be cancelable and/or the coverage thereunder shall not be reduced without at least ten (10) calendar days
advance written notice to Landlord, (v) contain a provision whereby the insurer waives all rights of subrogation against Landlord, and Landlord’s officers,
partners, managers, members, directors, employees, agents and assigns, and (vi) state that coverage provided by Tenant shall be primary to any other
insurance that Landlord may carry.
 

(d)          Tenant shall deliver to Landlord certified copies of all policies or, at Landlord’s option, certificates of insurance in a form
satisfactory to Landlord not less than fifteen (15) calendar days prior to the Commencement Date and, also, the expiration of the then-current policies.
 

(e)          One (1) time per calendar year of the Term, if, in the written opinion of Landlord’s insurance advisor, the amount or scope of
such coverage is deemed inadequate during the Term, Tenant shall increase such coverage to such amounts or scope as Landlord’s insurance advisor deems
adequate.
 

8.05          Waiver of Subrogation Rights.
 

(a)          Anything in this Lease to the contrary notwithstanding, Landlord and Tenant each hereby (i) waives any and all rights of
recovery, claims, actions or causes of action, including defense costs, against the other, its agents, members, managers, partners, shareholders, officers and
employees, for any loss or damage that may occur to the Leased Premises or the Building, or any improvements thereto, or any personal property of such
party therein, by reason of fire, the elements, and any other cause which is insured against under the terms of the standard fire and extended coverage
insurance policies referred to in Section 8.04 hereof, only to the extent of recovery for same under said insurance policies since this waiver is not intended to
nor shall it release a party from its indemnification obligations as set forth in this Article 8, and regardless of cause or origin, including but not limited to the
sole or contributory negligence of the other party hereto, its agents, members, managers, officers, partners, shareholders or employees, and (ii) covenants
that no insurer shall hold any right of subrogation against such other party.
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(b)          If the respective insurers of Landlord and Tenant do not permit such a waiver without an appropriate endorsement to such party’s
insurance policy, Landlord and Tenant shall notify the insurers of the waiver set forth herein and shall secure from each such insurer an appropriate
endorsement to its respective insurance policy concerning such waiver, and if insurance policies with waiver of subrogation provisions are obtainable only
at a premium, the party seeking the policy shall pay that additional premium.
 

(c)          This provision shall survive the expiration or other termination of this Lease.
 

8.06          Indemnity/Waiver of Liability.
 

(a)          Landlord shall not be liable to Tenant or Tenant’s partners, managers, members, officers, directors, employees, shareholders,
agents, contractors, customers or any person entering the Leased Premises, Building or Project under the express or implied invitation of Tenant, for any
damage or injury to person or property arising out of any act, omission or neglect of Tenant, its partners, managers, members, officers, directors, employees,
shareholders, agents, contractors, customers or any other person entering the Leased Premises, Building or Project under the express or implied invitation of
Tenant, including, but not limited to, any claims which may be made for compensation or damages based upon exposure to or interference from
electromagnetic rays and/or fields, and, subject to the mutual waivers of subrogation set forth in this Lease, Tenant agrees to indemnify and hold harmless
Landlord and its successors and assigns and their respective partners, managers, members, agents, officers, directors, and employees from and against all
claims, damages, losses, liabilities, lawsuits, costs and expenses for any such damage or injury, including, without limitation, court costs, and actual,
reasonable attorneys’ fees and costs of investigation.
 

(b)          Subject to the insurance requirements and mutual waivers of subrogation rights set forth in this Lease, Landlord shall indemnify
and hold Tenant harmless from and against any and all claims, damages, losses, liabilities, lawsuits, costs and expenses (including, without limitation, court
costs, and actual, reasonable attorneys’ fees and costs of investigation) arising out of any act, omission or neglect of Landlord, or any officer, employee, or
contractor of Landlord.  Tenant’s failure to obtain any insurance coverage required under the terms of this Lease shall void Landlord’s indemnity obligation
to the extent such insurance would have provided coverage for the claim.
 

(c)          This indemnification and hold harmless obligation is expressly conditioned on the following: (i) that the indemnifying party shall
be notified by the party requesting indemnification in writing promptly of any such claim or demand and whether said claim or demand is made by a third
party; (ii) that the indemnifying party shall have sole control of the defense of any action or settlement or compromise; and (iii) that Landlord and Tenant
shall cooperate with each other in a reasonable way to facilitate the settlement or defense of such claim or demand.
 

(d)          Landlord’s and Tenant’s respective rights and obligations under this Section 8.06 shall survive the expiration or other termination
of this Lease.
 

8.07          Limitation of Landlord’s Personal Liability.
 

Tenant shall look solely to Landlord’s interest in the Building and the Land for the recovery of any judgment against Landlord, and Landlord, its
partners, managers, members, officers, directors, employees, shareholders and agents shall never be personally liable for any such judgment.  The provisions
contained in the foregoing sentence are not intended to, and shall not, limit any right that Tenant might otherwise have to obtain injunctive relief against
Landlord or Landlord’s successors in interest or any suit or action in connection with enforcement or collection of amounts which may become owing or
payable under or on account of liability insurance maintained by Landlord.
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8.08          Survival of Article 8.
 

The rights and obligations contained in this Article 8 shall survive the expiration or other termination of this Lease.
 

ARTICLE 9 - LANDLORD’S LIEN, DEFAULT, REMEDIES AND SUBORDINATION
 

9.01          Lien for Rent.
 

Intentionally deleted.
 

9.02          Default by Tenant.
 

(a)          Any failure by Tenant to fully and completely perform or comply with any covenant, condition, term or provision on the part of
Tenant to be performed or complied with under any Article of, and/or Exhibit to, this Lease shall constitute a breach of this Lease.
 

(b)          Landlord shall have the right to treat the occurrence of any one or more of the following events as a default under this Lease
(provided, no such levy, execution, legal process or petition as set forth in Subsections (3) through (7) below filed against Tenant shall constitute a default
under this Lease if Tenant shall vigorously contest the same by appropriate proceedings, and shall remove or vacate the same within thirty (30) calendar
days from the date of its creation, service or filing):
 

(1)          Tenant does not pay Rent or any other sum to be paid by Tenant under this Lease when due; provided, however, that
Tenant shall be allowed one (1) late payment of Rent in each calendar year of the Term, which late payment shall not be
deemed a default hereunder so long as such Rent is paid within five (5) calendar days of the due date; or

 
(2)          Tenant does not perform or comply with any covenant, condition, term or provision on the part of Tenant to be

performed or complied with under any Article of, and/or Exhibit to, this Lease, and (i) such non-performance or non-
compliance continues for thirty (30) calendar days after written notice to Tenant or such longer period of time not to
exceed forty-five (45) calendar days, provided (A) Tenant is exercising due diligence to effect such cure, (B) Tenant
cannot reasonably cure such default within thirty (30) calendar days, (C) such default does not impact any other
tenant(s) in the Building and (D) such default does not cause any additional liability to Landlord, or (ii) such non-
performance or non-compliance is the same as or substantially similar to that of which Tenant has previously received
written notice of non-performance or non-compliance from Landlord; or

 
(3)          the interest of Tenant under this Lease is levied on under execution or other legal process; or

 
(4)          any petition is filed by or against Tenant to declare Tenant a bankrupt or to delay, reduce or modify Tenant’s debts or

obligations; or
 

(5)          any petition is filed to reorganize or modify Tenant’s debts or obligations; or
 

(6)          any petition is filed to reorganize or modify Tenant’s capital structure; or
 

(7)          Tenant is declared insolvent according to law; or
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(8)          any assignment of Tenant’s property is made for the benefit of creditors; or
 

(9)          a receiver or trustee is appointed for Tenant or its property; or
 

(10)        Tenant vacates or abandons the Leased Premises or any part thereof at any time during the Term, unless such
abandonment or vacancy does not adversely affect the appearance of the Building, and the Leased Premises appears
occupied (lights on throughout and area(s) visible from the lobby or any public/common areas of the Building,
completely furnished with quality furniture, accessories, pictures, etc. to maintain a high quality public image); or

 
(11)        Tenant is a corporation and Tenant ceases to exist as a corporation in good standing in the state of its incorporation; or

 
(12)        Tenant is a partnership or other entity and Tenant is dissolved or otherwise liquidated.

 
(c)          If Tenant has been in monetary default of this Lease as defined in Section 9.02, and as evidenced by receipt of written notice

from Landlord of such monetary default, more than two (2) times during the Term, and Tenant has been in non-monetary default under this Lease, as
evidenced by receipt of written notice from Landlord of such non-monetary default, more than four (4) times during the Term, which event(s) of default are
not cured within the applicable time period(s) set forth in this Section 9.02, then any option(s) which Tenant may have for the modification of the Term or
for expansion of the Leased Premises shall automatically become null and void upon receipt of written notice from Landlord of a sixth (6th) default by
Tenant, whether monetary or non-monetary.
 

(d)          Tenant expressly acknowledges and agrees that this Lease, as well as any invoices and notices relating thereto, constitutes
evidence of an indebtedness within the meaning of North Carolina General Statutes Section 6-21.2.
 

9.03          Landlord’s Remedies.
 

Upon the occurrence of any default by Tenant under Section 9.02, Landlord shall have the right to do and perform any one or more of the
following, in addition to, and not in limitation of, any other right or remedy permitted Landlord under this Lease or at law or in equity:
 

(a)          Continue this Lease in full force and effect through the stated Term of this Lease, and this Lease shall continue in full force and
effect as long as Landlord does not terminate this Lease, and Landlord shall have the right to collect Rent, Additional Rent and other charges when due;
 

(b)          Terminate this Lease and repossess the Leased Premises as authorized hereby or terminate Tenant’s right to possession without
terminating this Lease and, under either circumstance, be entitled to recover as damages a sum of money equal to the total of the following:
 

(1)          the cost of recovering the Leased Premises (including, but not limited to, actual, reasonable attorneys’ fees and costs of
suit); and

 
(2)          the unpaid Rent and any other sums accrued hereunder as of the date of Lease termination; and

 
(3)          the then present value (discounted at a rate equal to the then issued treasury bill having a maturity approximately equal

to the remaining Term of this Lease had such default not occurred) of (i) the total Rent which would have been payable
hereunder by Tenant for the period beginning with the day following the date of such termination and ending with the
Expiration Date of the Term as originally scheduled hereunder, minus (ii) the aggregate rental value of the Leased
Premises for the same period as estimated by a real estate broker selected by Landlord who is licensed in North
Carolina, who has at least ten (10) years’ experience immediately prior to the date in question in evaluating commercial
office space, taking into account all relevant factors including, without limitation, the length of the remaining Term, the
then current market conditions in the general area, the likelihood of relating for a period equal to the remainder of the
Term, net effective rates then being obtained by landlords for similar type space in similar buildings in the general area,
vacancy levels in the general area, current levels of new construction in the general area and how that would affect
vacancy and rental rates during the period equal to the remainder of the Term and inflation; and
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(4)          the reasonable costs and expenses of removing and storing any of Tenant’s or any other occupant’s property left in the
Leased Premises, Building or Project after the date of Lease termination or after the date of termination of possession;
and

 
(5)          the reasonable costs and expenses of refurbishing the Leased Premises to the condition necessary to attempt to re-lease

the Leased Premises at the prevailing market rental rate, normal wear and tear excepted; and
 

(6)          any brokerage fees or commissions payable by Landlord in connection with any re-leasing or attempted re-leasing; and
 

(7)          all administrative costs and expenses in connection with any re-leasing or attempted re-leasing; and
 

(8)          any increase in insurance premiums caused by the vacancy of the Leased Premises; and
 

(9)          the amount of any unamortized leasing commissions, any Upfit expenses, any Upfit allowance or any other allowances,
and concessions previously made by Landlord to Tenant; and,

 
(10)        any other sum of money, and damages owed by Tenant to Landlord, plus interest on (1) through (7) above at the rate of

the lesser of eighteen percent (18%) per annum or the highest rate allowed by applicable law.
 

(c)          File suit to recover any sums falling due under the terms of this Section 9.03, from time to time within the applicable statutes of
limitation, and no delivery to or recovery by Landlord of any portion due Landlord shall be any defense in any action to recover any amount not theretofore
reduced to judgment in favor of Landlord;
 

(d)          Enter upon the Leased Premises.as authorized hereby and do whatever Tenant is obligated to do under the terms of this Lease,
and Tenant shall reimburse Landlord on demand for any reasonable expenses which Landlord may incur in effecting compliance with Tenant’s obligations
under this Lease plus fifteen percent (15%) of such cost to cover overhead, and Tenant expressly agrees that Landlord shall not be guilty of trespass or liable
for any damages resulting to Tenant from such action.  No action taken by Landlord under this Section 9.03 shall relieve Tenant from any of its obligations
under this Lease or from any consequences or liabilities arising from the failure to perform such obligations;
 

(e)          Without waiving such default, apply all or any part of any Security;
 

(f)          Change all door locks and other security devices of Tenant at the Leased Premises, the Building and/or the Project, and Landlord
shall not be required to provide the new key or security device to Tenant except during Tenant’s regular business hours, and only upon the condition that
Tenant has cured any and all defaults hereunder, and in the case where Tenant owes Rent to Landlord, reimbursed Landlord for all Rent and other sums due
Landlord hereunder.  Landlord, on terms and conditions satisfactory to Landlord in its sole, reasonable discretion, may upon request from Tenant’s
employees, enter the Leased Premises for the purpose of retrieving therefrom personal property of such employees; however, Landlord shall have no
obligation to do so; and
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(g)          Request Tenant’s written acknowledgement (to be provided to Landlord within ten (10) business days of Landlord’s request) that
Tenant, through its default, has released possession of the Leased Premises and that Landlord has the right to lease the Leased Premises to a third party.
 

9.04          Mitigation of Damages.
 

(a)          Landlord shall use commercially reasonable efforts to re-lease the Leased Premises and otherwise mitigate Landlord’s damages
under this Lease.  Landlord shall be deemed to have used objectively reasonable efforts to fill the Leased Premises by advising Landlord’s leasing agent of
the availability of the Leased Premises and advising at least one (1) outside commercial brokerage entity of the availability of the Leased Premises;
provided, however, that Landlord shall not be obligated to re-lease the Leased Premises before leasing any other unoccupied portions of the Building,
Project and any other property under the ownership or control of Landlord.
 

(b)          Tenant hereby expressly agrees that Tenant’s failure to provide the acknowledgement described in Section 9.03(e) will impair
Landlord’s ability to mitigate its damages by re-leasing the Leased Premises.
 

(c)          If Landlord receives any payments from the re-leasing of the Leased Premises, any such payments shall reduce the damages to
Landlord as provided in Subsection 9.03(b) and elsewhere in this Lease.
 

9.05          Rights of Landlord in Bankruptcy.
 

Nothing in this Lease shall limit or prejudice the right of Landlord to prove for and obtain in proceedings for bankruptcy or insolvency, by reason
of the expiration or termination of this Lease, an amount equal to the maximum allowed by any statute or rule of law in effect at the time when, and
governing the proceedings in which, the damages are to be proved, whether or not the amount be greater, equal to, or less than the amount of the loss or
damages referred to in this Article 9.  In the event that under applicable law, the trustee in bankruptcy or Tenant has the right to affirm this Lease and
continue to perform the obligations of Tenant hereunder, such trustee or Tenant shall, in such time period as may be permitted by the bankruptcy court
having jurisdiction, cure all defaults of Tenant outstanding as of the date this Lease is so affirmed and provide to Landlord such adequate assurances as may
be necessary to ensure Landlord of the continued performance of Tenant’s obligations under this Lease.
 

9.06          Default by Landlord.
 

Except as otherwise set forth herein, in the event Landlord, due to its willful misconduct or gross negligence, fails to perform or observe any of its
obligations under this Lease, provided any such failure is not a result of any act of God, force majeure or act or omission of Tenant, and any such failure
continues for fifteen (15) calendar days after written notice from Tenant, which notice shall specify the nature and extent of the default, and Landlord is not
proceeding to cure said default, and has not disputed Tenant’s claim of Landlord’s default, Tenant’s sole remedies shall be the legal remedy of actual
damages or the equitable remedy of specific performance.  Landlord shall have such additional time as is reasonably necessary to cure the default so long as
Landlord commenced the cure of such default within said fifteen (15) day period and is diligently proceeding to cure the same.  In such event.  Tenant shall
have no right to sue for damages or specific performance, until such additional period of time shall have expired, so long as Landlord shall be diligently
pursuing the cure of such default.
 

9.07          Non-Waiver.
 

Failure of Landlord to declare any default immediately upon occurrence thereof, or delay in taking any action in connection therewith, shall not
waive such default and Landlord shall have the right to declare any such default at any time and take such action as might be lawful or authorized in this
Lease or at law or in equity.
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9.08          Attorney’s Fees.
 

Upon the occurrence of any default by Tenant under Section 9.02, Landlord shall have the right to arrange for legal representation regarding the
enforcement of all or any part of this Lease, the collection of any Rent or other sums due or to become due, or recovery of the possession of the Leased
Premises, and Tenant shall reimburse Landlord for all actual, reasonable attorneys’ fees, whether suit is actually filed or not, and any costs of investigation
and court costs.
 

9.09          Subordination; Estoppel Certificate.
 

(a)          This Lease is and shall be subject and subordinate to any and all ground or similar leases affecting the Building, and to all
mortgages which may now or hereafter encumber or affect the Building and to all renewals, modifications, consolidations, replacements and extensions of
any such leases and mortgages; provided that, at the option of any such landlord or mortgagee, this Lease shall be superior to the lease or mortgage of such
landlord or mortgagee.
 

(b)          The provisions of this Section shall be self-operative and shall require no further consent or agreement by Tenant.  Tenant shall,
however, execute and return any estoppel certificate (substantially in the form attached hereto as Exhibit E), subordination agreement, consent or other
agreement reasonably requested by any such landlord or mortgagee, or by Landlord, within ten (10) calendar days after receipt of same; provided that
Tenant receives a non-disturbance agreement from such mortgagee.
 

(c)          With respect to any mortgage entered into by Landlord after the execution of this Lease, Landlord shall use commercially
reasonable efforts to obtain a non-disturbance agreement from such mortgagee.
 

(d)          In the event Tenant does not execute and return such documents in accordance with this Section 9.08, Tenant shall be deemed to
have ratified such documents, and the information contained therein shall be deemed to be correct and binding upon Tenant.
 

(e)          Tenant shall, at the request of Landlord or any mortgagee of Landlord secured by a lien on the Building or any landlord to
Landlord under a ground lease of the Building, famish such mortgagee and/or landlord with written notice of any default by Landlord at least sixty (60)
calendar days prior to the exercise by Tenant of any rights and/or remedies of Tenant hereunder arising out of such default.
 

(f)          Notwithstanding the foregoing, Landlord agrees to use commercially reasonable efforts to obtain for Tenant a subordination, non-
disturbance and attornment agreement (“SNDA”) from its existing and any future lender on such lender’s standard form.  Landlord’s failure or inability to
obtain an SNDA as aforesaid shall not constitute a default under this Lease.
 

9.10          Attornment
 

If any ground or similar lease or mortgage is terminated or foreclosed, Tenant shall, upon request, attorney to the landlord under such lease or the
mortgagee or purchaser at such foreclosure sale, as the case may be, and execute instrument(s) confirming such attornment.  In the event of such a
termination or foreclosure and upon Tenant’s attornment as aforesaid, Tenant shall automatically become the tenant of the successor to Landlord’s interest
without change in the terms or provisions of this Lease; provided, such successor to Landlord’s interest shall not be bound by (i) any payment of rent for
more than one month in advance except prepayments of Security for the Lease, if any, or (ii) any amendments or modifications of this Lease made without
the prior written consent of such landlord or mortgagee.  Notwithstanding the foregoing, no mortgagee shall be bound by any amendments or modifications
of this Lease made without such mortgagee’s written consent while such mortgagee is holding a mortgage on the Building.  Notwithstanding anything to the
contrary contained in this Section, Tenant shall be obligated to attorney to a new landlord only if the holder of any recorded first mortgage or deed of trust
lien grants Tenant a non-disturbance agreement providing that Tenant shall have the right to remain in possession of the Leased Premises in accordance with
the terms of this Lease so long as Tenant is not in default hereunder.
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9.11          Accord and Satisfaction.
 

No payment by Tenant or receipt by Landlord of an amount less than is due under this Lease shall be deemed to be other than payment towards or
on account of the earliest portion of the amount then due, nor shall any endorsement or statement on any check or payment in any letter accompanying any
check or payment be deemed an accord and satisfaction, and Landlord shall have the right to accept any such check or payment without prejudice to
Landlord’s right to recover the balance of such amount or to pursue any other remedy available to Landlord.
 

9.12          Survival of Article 9.
 

The rights and obligations contained in this Article 9 shall survive the expiration or other termination of this Lease.
 

ARTICLE 10 - ASSIGNMENT AND SUBLEASE
 

10.01          Assignment or Sublease.
 

(a)          Tenant shall not, voluntarily, by operation of law, or otherwise, (i) assign, transfer, mortgage, pledge, or otherwise transfer or
encumber (collectively, “assign”) all or any part of Tenant’s right and interest in this Lease or in the Leased Premises or, (ii) sublease the Leased Premises or
any part thereof without the
prior written consent of Landlord, which such consent shall not be unreasonably withheld, and any attempt to do any of the foregoing without such written
consent shall be null and void and shall constitute a default under this Lease.  Relevant criteria in determining reasonability of consent will include, but will
not be limited to, any adverse effect of a proposed assignment or assignee or sublease or subtenant on any other existing tenant in the Building, credit
history or references from prior landlord(s) of proposed assignee or subtenant, and any material change or intensification (including occupancy or parking)
of the use of the Leased Premises or the Building.  Any one or more of the actions described in Subsection 10.01(a) shall be deemed a “Transfer”.
 

(b)          In no event shall Tenant assign this Lease or sublease the Leased Premises to (i) any other tenant in the Project, (ii) any entity
engaged in the commercial real estate business, including, without limitation, property management or the brokerage, ownership or development of
competitive properties, or (iii) which would cause Landlord to be in default of another lease in the Building or Project.
 

(c)          Landlord’s consent to any assignment or sublease hereunder does not constitute a waiver of its right to disapprove of any further
assignment or sublease.
 

(d)          If Tenant desires to assign this Lease or sublease the Leased Premises or any part thereof, Tenant shall give Landlord written
notice of such desire at least thirty (30) calendar days in advance of the date on which Tenant desires to make such assignment or sublease, together with a
non-refundable fee of Seven Hundred Fifty Dollars ($750.00) (the “Administration Fee”).  The Administration Fee shall be waived for the first (1st)
assignment or sublease, but shall be charged for each assignment or sublease thereafter.  Landlord shall then have a period of fifteen (15) calendar days
following receipt of such notice within which to notify Tenant in writing that Landlord elects (i) to terminate this Lease as to the space so affected as of the
date so specified by Tenant, in which event Tenant shall be relieved of all further obligations hereunder as to such space, or (ii) to permit Tenant to assign
this Lease or sublease such space, or (iii) to refuse to consent to Tenant’s assignment or subleasing such space and to continue this Lease in full force and
effect as to the entire Leased Premises.  If Landlord should fail to notify Tenant in writing of such election within the fifteen (15) calendar day period,
Landlord shall be deemed to have elected option (iii) above.
 

(e)          If Landlord elects option (ii) above and approves the assignment or sublease, then (i) if the rent agreed upon between Tenant and
subtenant is greater than the Monthly Base Rent that Tenant is obligated to pay to Landlord under this Lease, fifty percent (50%) of such excess rent
(exclusive of Tenant’s reasonable, documented costs of subleasing the Leased Premises, including, but not limited to, commissions, marketing costs and
tenant improvements) shall be deemed Additional Rent owed by Tenant and payable to Landlord in the same manner that Tenant pays the Rent hereunder,
and (ii) Tenant shall be solely responsible for all costs, including but not limited to, the cost of any work required due to any changes in the building, fire or
other municipal, state, or federal codes (including the Americans with Disabilities Act) after the date of this Lease, together with all costs of providing any
additional certificate of occupancy required for the subleased space or assigned premises.
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(f)          In addition to the Administration Fee, Tenant shall pay Landlord’s actual reasonable attorneys’ fees associated with any requested
assignment or sublease hereunder regardless of whether Landlord consents to any such assignment or sublease.
 

(g)          No assignment or subleasing by Tenant shall relieve Tenant of any obligations under this Lease, and Tenant shall remain fully
liable hereunder.
 

(h)          Any assignment or sublease agreement shall include the right by Landlord to relocate the assignee or subtenant to alternative
space in the Building or Project, provided that the alternative space is comparable in size and quality and that such relocation is at Landlord’s cost and
expense.
 

(i)          If Tenant is not a public company that is registered on a national stock exchange or that is required to register its stock with the
Securities and Exchange Commission under Section 12(g) of the Securities and Exchange Act of 1934, any change in a majority of the voting rights or other
controlling rights or interests of Tenant shall be deemed an assignment for the purposes hereof.
 

(j)          Notwithstanding the foregoing, Tenant shall have the right, subject to the conditions contained in this Section 10.01, including
obtaining Landlord’s consent prior to such assignment or sublease, and also provided Tenant pays the Administration Fee (only if such assignment or
sublease is not the first such assignment or sublease) and Landlord’s actual reasonable attorneys’ fees associated with Landlord’s review and documentation
of same promptly upon receipt of Landlord’s invoice therefor, to assign this Lease or sublet all or any portion of the Leased Premises to (i) any entity
resulting from a merger or consolidation with Tenant; (ii) any entity succeeding to the business and assets of Tenant; (iii) any subsidiary or affiliate of
Tenant, (iv) any company that acquires all or substantially all of the assets or stock of Tenant; and (v) any entity which is part of or affiliated with Tenant
(any of the foregoing shall be deemed an “Affiliate”), so long as such Affiliate shall be of at least the same net worth value and credit worthiness as Tenant,
in Landlord’s sole discretion, at the time of the transfer, and none of the same shall release Tenant, and Tenant shall remain liable to Landlord for full
performance of Tenant’s obligations under this Lease.
 

10.02          Assignment by Landlord.
 

Landlord shall have the right to transfer and assign, in whole or in part, all its rights and obligations hereunder and in the Building and all other
property referred to herein, and in such event and upon such transfer (any such transferee to have the benefit of, and be subject to, the provisions
of Section 6.07 and Section 8.07 hereof) no further liability or obligation shall thereafter accrue against Landlord under this Lease.
 

ARTICLE 11 - TENANT WARRANTIES; INCORPORATION OF EXHIBITS; COMMISSION(S), CONFIDENTIALITY.  SURVIVAL,
NOTICES, BINDING EFFECT AND MISCELLANEOUS

 
11.01          Tenant Warranties.

 
Tenant warrants that any and all consents and approvals required of third parties (including, without limitation, its Board of Directors or partners,

where applicable) for the execution, delivery and performance of this Lease have been obtained, that Tenant has the right and authority to enter into and
perform its covenants contained in this Lease, and that Tenant has the right and authority to conduct business in the State of North Carolina, and shall
maintain all such right and authority during the Term.  Tenant warrants further that neither Tenant, nor any shareholder, partner, member or affiliate of
Tenant, has ever been the subject of a petition for relief under the United States Bankruptcy Code, whether voluntarily or involuntarily.
 

11.02          Incorporation of Exhibits.
 

The terms and provisions of Exhibits A-H described herein and attached hereto are hereby made a part hereof for all purposes; provided, however,
that, unless otherwise expressly stated, in the event of a conflict between the terms of this Lease and the terms of any Exhibit attached hereto, the terms of
this Lease shall control.
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11.03          Commission(s).
 

Landlord shall pay to the Broker named in Subsection 2.01(l), a real estate brokerage commission only as set forth in a separate management,
listing and/or commission agreement(s).  Broker, and not Landlord, shall pay to the Co-Broker, if any, named in Subsection 2.01(l), a real estate brokerage
commission by the Broker only as set forth in a separate co-brokerage commission agreement.  Landlord and Tenant each hereby represent and warrant to
the other that they have not employed or contracted with any agents, brokers or parties in connection with this Lease, other than those named in Subsection
2.01(j) and each agrees that it shall hold the other harmless from and against any and all claims of all other agents, brokers or other parties claiming by,
through or under the respective indemnifying party.  The rights and obligations contained in this Section shall survive the expiration or other termination of
this Lease.
 

11.04          Confidentiality.
 

Tenant, its partners, members, managers, officers, employees and agents shall not disclose the terms and conditions of this Lease to any third party,
except for purposes of accounting and legal review of Tenant’s business, and Landlord may treat any such unauthorized disclosure as a default of this Lease,
which may be subject to injunctive relief in addition to all other remedies available at law or in equity, including the remedy of specific performance and
Landlord’s right to recover damages.  The rights and obligations contained in this Section shall survive the expiration or other termination of this Lease.
 

11.05          Survival.
 

Provisions intended by their terms or context to survive the expiration or any other termination of this Lease shall so survive with respect to events
occurring during the Term of this Lease but shall expire pursuant to applicable statutes of limitation.
 

11.06          Notices.
 

Except as otherwise provided in this Lease, any statement, notice, or other communication which Landlord or Tenant may desire or is required to
give to the other shall be in writing and shall be deemed sufficiently given or rendered (i) if hand delivered, as of the date of written acknowledgement of
the delivery by any representative or agent of the party to whom the delivery is made, or (ii) if sent by registered or certified mail, postage prepaid, return
receipt requested, or Federal Express or similar overnight courier as of the date noted on the written affirmation of delivery, to the addresses for Landlord
and Tenant set forth in Subsection 2.01(k), or at such other address(es) as either party shall designate from time to time by ten (10) calendar days prior
written notice to the other party.  Tenant shall obtain written acknowledgement from Landlord recognizing any change in Tenant’s address for the purposes
of this Section, or such change shall not be effective as against Landlord.
 

11.07          Binding Effect
 

Upon execution by Tenant, this Lease and all of the covenants, conditions and agreements contained herein shall be binding upon, and inure to the
benefit of, Tenant, its legal representatives and successors, and, to the extent assignment may be approved by Landlord hereunder, Tenant’s assigns.  Upon
execution by Landlord, this Lease and all of the covenants, conditions and agreements contained herein shall be binding upon and inure to the benefit of
Landlord, its legal representatives, successors and assigns.
 

11.08          Miscellaneous.
 

(a)          No custom or practice which may evolve between the parties in the administration of the provisions of this Lease shall waive or
diminish the right of Landlord to require performance by Tenant in complete accordance with the provisions of this Lease.
 

(b)          Section headings are included for convenience only and are not to be used to construe or interpret this Lease.  Pronouns of any
gender shall include the other genders, and either the singular or the plural shall include the other.
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(c)          All rights and remedies of Landlord under this Lease shall be cumulative, and none shall exclude any other rights or remedies
allowed by law.  This Lease is declared to be a North Carolina contract, and all of the terms hereof shall be construed according to the laws of the State of
North Carolina.
 

(d)          This Lease is for the sole benefit of Landlord and Tenant, and no third party shall be deemed a third party beneficiary of this
Lease without the express written consent of Landlord and Tenant.
 

(e)          This Lease may not be altered, changed or amended, except by an instrument in writing executed by all parties hereto.  Further,
the terms and provisions of this Lease shall not be construed against or in favor of a party hereto merely because such party is the “Landlord” or the
“Tenant” hereunder or such party or its counsel is the draftsman of this Lease.
 

(f)          Whenever in this Lease there is imposed upon Landlord the obligation to use its best efforts, reasonable efforts or diligence,
Landlord shall be required to do so only to the extent the same is economically feasible and otherwise will not impose upon Landlord extreme financial or
other business burdens.
 

(g)          If any term or provision of this Lease, or the application thereof to any person or circumstance, shall to any extent be invalid or
unenforceable, the remainder of this Lease, or the application of such provision to persons or circumstances other than those as to which it is invalid or
unenforceable, shall not be affected thereby, and each provision of this Lease shall be valid and shall be enforceable to the extent permitted by law.
 

(h)          Tenant is prohibited from recording this Lease or any memorandum thereof without the prior written consent of Landlord.
 

(i)          “Square feet” or “square foot” as used in this Lease includes the area contained within the space occupied by Tenant, measured
from the center-line of demising walls, together with a common area percentage factor of Tenant’s space proportionate to the total Building areas.  Common
areas include the space from the “glass walls” to the “dripline” of the Building, and the sprinkler riser room, mechanical room and electrical room for the
Building.
 

(j)          “Business day(s)” as used in this Lease shall mean the days of the week which are Monday through Friday, except when any such
day is also a holiday that is listed on the Building Rules.
 

(k)          Tenant understands and agrees that the property manager for the Building is the agent of Landlord and is acting at all times in the
best interest of Landlord.  Any and all information pertaining to this Lease that is received by the property manager shall be treated as though received
directly by Landlord.
 

(l)          This Lease may be executed in any number of counterparts, each of which shall be an original, but all of which taken together
shall constitute one and the same instrument.
 

(m)          One (1) time during each calendar year of the Term and at any time Tenant is in monetary default of this Lease, Tenant shall
provide Landlord, upon ten (10) calendar days’ written notice, a true, accurate and complete copy of Tenant’s financial statements, including income and
expense statements and balance sheets, which shall reflect the most recent quarter and most recent year-end at the time of such review.  Landlord shall keep
all such financial information confidential and shall not disclose such information to third parties, unless legally compelled to do so.
 

(n)          Landlord shall have the right to use Tenant’s name in marketing literature and releases to news media.
 

(o)          Neither Landlord nor Tenant shall be required to perform any term, provision, agreement, condition or covenant in this Lease
(other than the obligations of Tenant to pay Rent as provided herein) so long as such performance is delayed or prevented by “Force Majeure”, which shall
mean acts of God, strikes, injunctions, lockouts, material or labor restrictions by any governmental authority, civil riots, floods, fire, theft, public enemy,
insurrection, war, court order, requisition or order of governmental body or authority, and any other like cause not reasonably within the control of Landlord
or Tenant and which by the exercise of due diligence Landlord or Tenant is unable, wholly or in part, to prevent or overcome.  Neither Landlord nor any
mortgagee shall be liable or responsible to Tenant for any loss or damage to any property or person occasioned by any Force Majeure, or for any damage or
inconvenience which may arise through repair or alteration of any part of the Project as a result of any Force Majeure.
 

(The remainder of this page intentionally left blank.)
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ARTICLE 12 - ENTIRE AGREEMENT AND LIMITATION OF WARRANTIES
 

12.01          ENTIRE AGREEMENT AND LIMITATION OF WARRANTIES.
 

TENANT AGREES THAT THIS LEASE AND THE EXHIBITS ATTACHED HERETO CONSTITUTE THE ENTIRE AGREEMENT
OF THE PARTIES AND THAT ANY AND ALL PRIOR CORRESPONDENCE, MEMORANDA, AGREEMENTS AND UNDERSTANDINGS
(WRITTEN AND ORAL) ARE SUPERSEDED BY THIS LEASE.  TENANT FURTHER AGREES THAT THERE ARE NO, AND TENANT
EXPRESSLY WAIVES ANY AND ALL, WARRANTIES WHICH EXTEND BEYOND THOSE EXPRESSLY SET FORTH IN THIS LEASE OR
IMPLIED WARRANTIES OF MERCHANTABILITY, HABITABILITY, FITNESS FOR A PARTICULAR PURPOSE OR OF ANY OTHER
KIND ARISING OUT OF THIS LEASE.
 

IN TESTIMONY WHEREOF, the parties hereto have caused this Lease to be executed by their respective duly authorized representatives, as of
the date first aforesaid.

 
 LANDLORD:
  
 GRE Keystone Technology Park One LLC, a Delaware limited liability

company
  
 By: GRE Keystone Technology Park Holdings LLC, a Delaware limited

liability company, its Sole Member
   
  By: Capital Associates Management, LLC, a North Carolina limited

liability company, acting as Investment Manager for GRE Keystone
Technology Park Holdings LLC

    
    
  By: /s/ Stephen P. Pairterfield
   Stephen P. Pairterfield, Delegate
   Manager
  
  
 TENANT:
  
 Liquidia Technologies, Inc., a Delaware corporation
  
  
 By: /s/ Bruce Boucher
  Bruce Boucher, President
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Exhibit A-1
 
Keystone Technology Park - Building IV
419 Davis Drive, Suite 600
Durham, North Carolina 27713
 
 

 
 



 
 

Exhibit A-2
 

THE LAND
 
Being all of that lot described as Tract I-D according to that plat entitled “Subdivision for Tract 1C & ID, Keystone Technology Park” recorded in Plat Book
139, Page 171, Durham County Registry, to which plat reference is made for greater certainty of description.  Save and excepting that twenty (20) foot strip
of land dedicated to the City of Durham by that plat recorded in Plat Book 144, Page 172, Durham County Registry.
 
Save and Except all of that property taken in the condemnation proceeding reported in the Memorandum of Action recorded in Book 4715, Page 266,
Durham County Registry.
 
AS TO PARCELS 1, 2, 3 & 4:  Together with appurtenant rights and easements under the Cross-Access Agreement recorded in Book 2731, Page 236,
Durham County Registry.
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT A-3
 

THE PROJECT
 

 
 



 
 

EXHIBIT B
 

ACCEPTANCE OF LEASED PREMISES MEMORANDUM
 

Pursuant to the Lease dated         2007, by and between GRE Keystone Technology Park One LLC, a Delaware limited liability company
authorized to conduct business in the State of North Carolina (“Landlord”), and Liquidia Technologies, Inc., Delaware corporation authorized to conduct
business in the State of North Carolina (“Tenant”), for the Leased Premises located in Suite 600, at Keystone Technology Park - Building IV, 419 Davis
Drive, Durham, North Carolina 27713, with a Commencement Date of        , 2007, Landlord and Tenant hereby agree that:
 
1.           Except for those items shown on the attached “punch list”, which Landlord shall use reasonable efforts to remedy within thirty (30) calendar days

after the date hereof, Landlord has fully completed the construction work required of Landlord under the terms of the Lease and the work letter attached
as Exhibit C thereto.

 
2.           The Leased Premises are tenantable, Landlord has no further obligation for construction (except as specified above), and Tenant acknowledges that

the Leased Premises are satisfactory in all respects, subject to Landlord’s representation of the condition of the Leased Premises as set forth in this
Lease.

 
All other terms and conditions of the Lease are hereby acknowledged to be unchanged.
 
Agreed and Executed this     day of            , 20  .

 
  

TENANT:
   
  

Liquidia Technologies, Inc., a Delaware corporation
   
    
  

By:
 

Attest:
   

  

Name:
 

     
By:

  

Title:
 

 

           Secretary
   

 
 



 
 

EXHIBIT C
 

WORKLETTER AGREEMENT
 

1.          Existing Condition and Unfit.  The condition of the Leased Premises as of the date of this Lease, as is and with all faults, shall be deemed
the “Existing Condition”.  All demolition of and improvements made to the Existing Condition of the Leased Premises in accordance with the Schematic
Space Plan and Detailed Plans (both defined below) shall be deemed the “Upfit”.
 

2.          Allowances.
 

(a)          Landlord shall provide Tenant with a tenant improvement allowance in an amount not to exceed the sum of (i) Four Hundred Twenty-four
Thousand Two Hundred Dollars (S424.200.00) and (ii) Two Hundred Ninety-one Thousand Six Hundred Thirty-seven Dollars and Fifty
Cents ($291,637.50) for a total amount of Seven Hundred Fifteen Thousand Eight Hundred Thirty-seven Dollars and Fifty Cents
($715,837.50) (the “Allowance”), to pay for all costs and expenses incurred by Landlord for the design and construction of the Upfit,
including (A) any demolition related thereto, (B) any architectural work, and (C) any plumbing, mechanical and electrical work, as set
forth below.

 
(b)          In addition to the foregoing Allowance, in the event the cost of the Upfit exceeds the amount of the Allowance, and Tenant provides

written notice to Landlord that Tenant so elects, then Landlord shall pay for an amount in excess of the Allowance, up to a maximum of
Seven Hundred Sixty-eight Thousand Eight Hundred Sixty-two Dollars and Fifty Cents ($768,862.50) (the Amortized Allowance, defined
in Section 4.091, as such shall be amortized and repaid to Landlord, pursuant to Section 4.09.  Any amount in excess of the total of the
Allowance and the Amortized Allowance shall be due and payable to Landlord in accordance with Section 4 herein.

 
3.          Design.  Landlord shall cause an architect and one or more engineers, each of whom shall be designated by Landlord in its sole discretion,

to consult with Tenant and to prepare architectural, plumbing, mechanical and electrical plans that are (i) consistent with the “Schematic Space Plan” for the
Leased Premises, which shall be completed on or before ten (10) calendar days after the Execution Date, and when executed by both parties, shall
automatically become attached to this Lease as Exhibit C-l, (ii) sufficiently detailed for pricing, approval and construction of the Upfit, and (iii) subject to
Landlord’s approval, in its reasonable discretion (the “Detailed Plans”).  All partitions, doors, hardware, ceiling tile, window coverings, plumbing, HVAC,
lighting fixtures, switches, outlets and life safety items shall be designed in Landlord’s standard manner.  Carpet, paint, wall covering, and millwork shall be
selected and designed in Landlord’s standard manner and from Landlord’s standard finishes, unless otherwise requested by Tenant, in accordance
with Section 4 herein.  Tenant shall famish to Landlord all other information and technical data reasonably necessary for the preparation of the Detailed
Plans within five (5) business days of Landlord’s request therefor, or as otherwise agreed to by Tenant and Landlord, so as not to delay the design, pricing,
approval and construction of the Upfit by the Target Commencement Date.
 

4.          Approval of Plans and Cost.  Landlord shall cause a general contractor or contractors designated by Landlord, at its sole discretion, to
prepare detailed pricing of construction of the Upfit pursuant to the Detailed Plans.  Landlord shall submit to Tenant for Tenant’s approval (i) the Detailed
Plans and (ii) an itemized cost statement of all design and construction costs related to the Upfit (the “Cost Statement”).  Such Cost Statement shall include,
but not be limited to, all costs associated with any contractor’s general conditions, permits (including any new or changes to development, facility or
transportation impact fees), taxes, insurance and fees.  Landlord shall not charge Tenant any commercially unreasonable overtime rates to ensure the
completion of the office portion of the Upfit by the Target Commencement Date.  Within five (5) business days after its receipt of the Detailed Plans and
Cost Statement, Tenant shall approve the Detailed Plans and the Cost Statement in writing, subject to any modifications or changes in the Detailed Plans
requested by Tenant.  Landlord, in its sole discretion, shall retain final approval rights for the Detailed Plans.  After Tenant’s approval of the Detailed Plans
and the Cost Statement or in the event Tenant does not respond to Landlord within such five (5) business day period, the Detailed Plans and the Cost
Statement shall be deemed to be approved by Tenant, and such approved Detailed Plans shall be thereafter deemed the “Plans”.  Notwithstanding anything
to the contrary contained herein, if the architectural and engineering design, demolition (if applicable), and construction costs of the Upfit as approved by
Tenant, exceed the Allowance and the Amortized Allowance, then Tenant shall be obligated to pay for all such excess costs.  Landlord shall submit an
invoice to Tenant for such excess costs at the time the Detailed Plans and Cost Statement are approved or deemed approved by Tenant, and Tenant shall pay
such excess costs within fifteen (15) calendar days of receipt of Landlord’s invoice therefor.  Any subsequent changes or modifications to the Plans shall be
made and accepted in writing by Landlord and Tenant and shall constitute an amendment to the Lease, and Tenant shall pay for any additional sums caused
by such changes or modifications to the Plans immediately upon receipt of Landlord’s invoice therefor.  If the cost of designing and constructing the Upfit
as approved by Tenant is less than the Allowance, Tenant shall not be entitled to any refund of the unused portion of the Allowance, but Tenant shall be
allowed to apply any such unused portion of the Allowance to the Additional Upfit, as set forth in Section 4.09.
 

 



 
 

5.          Construction.  After Tenant (i) approves the Detailed Plans and the Cost Statement, (or if Tenant does not respond to Landlord regarding
the Detailed Plans and the Cost Statement, as set forth in Section 4 herein), and (ii) pays any and all costs in excess of the Allowance as set forth in
Section 4 herein, then Landlord shall be entitled to cause, and shall cause, the general contractor designated by Landlord to construct the Upfit in
accordance with the Plans and the Cost Statement.
 

6.          Delay.  The Commencement Date, Expiration Date, and commencement of installments of Monthly Base Rent shall not be postponed or
delayed as a result of any of the following:
 

(1)          Tenant’s failure to furnish information or consult with Landlord or Landlord’s architects or engineers when requested in order to prepare
the Detailed Plans (including, failure to complete the Schematic Space Plan within ten (10) business days of the Execution Date of this Lease);
 

(2)          Any laboratory related material(s), equipment, or fixtures contained in the Upfit requiring more than eight (8) weeks to deliver to the
Leased Premises for construction as part of the Upfit;
 

(3)          Tenant’s failure to approve the Cost Statement or to pay any excess cost as provided in Section 5 herein;
 

(4)          Changes to the Plans requested or caused by Tenant after Tenant’s approval of the Detailed Plans and Cost Statement; or,
 

(5)          Any other delay from any other cause attributable to Tenant, its agents, consultants, contractors, subcontractors or employees.
 

7.          Tenant’s Access to Leased Premises.  Landlord shall permit Tenant and its agents reasonable access to the Leased Premises during normal
business hours thirty (30) calendar days prior to the Target Commencement Date for the purpose of installing telephone and computer cabling, equipment,
fixtures and other personal property, and such entry and use of the Leased Premises shall not constitute acceptance of the Leased Premises nor Tenant’s
acknowledgment of the Commencement Date of the Lease, unless Tenant commences the operation of any portion of its business therein.  This right of
entry onto the Leased Premises is a license from Landlord to Tenant which is subject to revocation in the event that Tenant or its employees, contractors or
agents causes or is the cause of any code or governmental violation, labor dispute, delay or damage during such period which results from, whether directly
or indirectly, the installation or delivery of the foregoing, or otherwise becomes in default of any term, covenant or condition of this Lease as provided in    . 
Prior to Tenant’s entry onto the Leased Premises in accordance herewith.  Tenant shall demonstrate to Landlord that it has obtained the insurance required
and is in compliance with Section 8.04 of the Lease.  Under no circumstances shall Landlord be liable or responsible for and Tenant agrees to assume all
risk of loss or damage to such telephone and computer cabling, equipment, fixtures and other personal property and to indemnify, defend and hold Landlord
harmless from any liability, loss or damage arising from any damage to the property of Landlord, or its contractors, employees or agents, and any death or
personal injury to any person or persons to the extent caused by, attributable to or arising out of, whether directly or indirectly, Tenant’s entry onto the
Leased Premises or the delivery, placement, installation, or presence of the telephone and computer cabling, equipment, fixtures and other personal property,
except to the extent that such loss or damage is caused solely by Landlord’s willful misconduct or gross negligence or the willful misconduct or gross
negligence of Landlord’s contractors, agents or employees.
 

 



 
 

8.          Warranties.  Landlord shall cause the repair or replacement of any defects in material or workmanship in the Upfit installed by Landlord for
a period of one (1) year after the date of substantial completion of the Leased Premises, or the duration of any manufacturer’s warranty, whichever is longer,
provided Tenant notifies Landlord of such defect as soon as reasonably practicable after the date Tenant discovers such defect.  LANDLORD MAKES NO
WARRANTIES, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS
FOR A PARTICULAR PURPOSE, IN CONNECTION WITH THE UPFIT EXCEPT AS EXPRESSLY SET FORTH IN THIS SECTION 8.  Tenant’s sole
remedy for the breach of any applicable warranty shall be the remedy set forth in this Section 8.  Tenant agrees that no other remedy, including without
limitation, incidental or consequential damages for lost profits, injury to person or property or any other incidental or consequential loss, shall be available
to Tenant.
 

9.          Compliance with Certain Requirements.  At any time before, during, and after construction, Landlord shall have the right to require
changes to the Plans and construction in order to comply with applicable building codes, other governmental requirements, and insurance requirements. 
Neither Landlord’s nor Tenant’s approval of the Plans is a warranty that the Plans comply with applicable building codes, other governmental requirements,
and insurance requirements.
 

10.        No Liability.  Notwithstanding the review and approval by Landlord of the Detailed Plans and any changes to same, Landlord shall have
no responsibility or liability, including the costs of additional or corrective work, in regard to the safety, sufficiency, adequacy or legality thereof, and Tenant
shall look solely to the party(ies) preparing same as the party(ies) responsible for ensuring that such Detailed Plans and changes thereto (and the
architectural and engineering completeness and sufficiency thereof and the Upfit constructed as a result thereof) are in compliance with all applicable laws
and regulations, and Tenant’s stated intended use.
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT C-1
 

SCHEMATIC SPACE PLAN
 

Keystone Technology Park - Building IV
 

419 Davis Drive, Suite 600
 

Durham, North Carolina 27713
 

 
The Schematic Space Plan shall be completed on or before ten (10) calendar days after the Execution Date, and when executed by both parties, shall
automatically become attached to this Lease as Exhibit C-l.  Landlord and Tenant shall use reasonable good- faith efforts to complete the Schematic Space
Plan within such ten (10) calendar day period and any failure to complete the Schematic Space Plan within such ten (10) business day period shall be a
Tenant Delay.
 

 



 
 

EXHIBIT D
 

BUILDING RULES
 
1.          The sidewalks, walks, plaza entries, corridors, concourses, ramps, staircases, escalators and elevators shall not be obstructed or used by Tenant, or
any person entering the Building under express or implied invitation of Tenant, for any purpose other than ingress and egress to and from the Leased
Premises.  No bicycle, motorcycle or other vehicle (except for a forklift) shall be brought into the Building or kept on the Leased Premises without the prior
written consent of Landlord, which consent shall not be unreasonably withheld.
 

(2)          No freight, furniture or bulky matter of any description shall be received into the Building except in such a manner, during such hours and
using such passageways as may be approved by Landlord.  Any hand trucks, carryalls or similar appliances used for the delivery or receipt of merchandise
or equipment shall be equipped with rubber tires, side guards and such other safeguards as Landlord shall require.
 

(3)          Landlord shall have the right to prescribe the weight, position and manner of installation of safes, concentrated filing/storage systems or
other heavy equipment which shall, if considered necessary by Landlord, be installed in a manner, which may require reinforcement of the Building’s
structure (at Tenant’s cost and expense) to insure satisfactory weight distribution.  All damage done to the Building by reason of a safe or any other article of
Tenant’s equipment being on the Leased Premises shall be repaired at the expense of Tenant.  The time, routing and manner of moving safes or other heavy
equipment shall be subject to prior written approval by Landlord, which approval shall not be unreasonably withheld.
 

(4)          Tenant shall use no other method of heating or cooling than that supplied by Landlord, except for the Back-up Generator operated by
Tenant or any additional heating, ventilating and air conditioning equipment, which such equipment shall be (i) approved by Landlord prior to installation,
with Landlord’s approval not to be unreasonably withheld and (ii) installed and maintained by Tenant, at Tenant’s sole cost and expense.
 

(5)          Tenant shall not at any time, cause or allow the placement, leaving or discarding of any rubbish, paper, articles or objects of any kind
whatsoever outside the doors of the Leased Premises or in the corridors or passageways of the Building.
 

(6)          Landlord shall have the right to prohibit any advertising by Tenant which, in Landlord’s opinion, tends to impair the reputation of the
Building or its desirability to be leased by third parties, and.  upon written notice from Landlord, Tenant shall refrain from or discontinue such advertising.
 

(7)          Except as otherwise set forth in Tenant’s Lease, Tenant shall not place, or cause or allow to be placed, any signage, lettering or graphics
whatsoever, in or outside the Leased Premises except in and at such places as may be designated by Landlord and consented to by Landlord in writing,
which consent shall not be unreasonably withheld, prior to the installation of such signage, lettering or graphics.  All signage, lettering and graphics on
exterior doors and walls shall conform to the Building standard prescribed by Landlord.  Any signage, lettering or graphics located in the Leased Premises
that is visible to the public must be approved, in writing, by Landlord prior to installation thereof, which approval shall not be unreasonably withheld.
 

(8)          Canvassing, soliciting or peddling in the Building is prohibited and Tenant shall cooperate to prevent same.
 

(9)          Landlord shall have the right to exclude any person from the Building other than during customary business hours, and any person in the
Building shall be subject to identification by employees and agents of Landlord.  All persons in or entering the Building shall be required to comply with the
security policies of the Building.  If Tenant desires any additional security services for the Leased Premises, Tenant shall have the right (only with the
advance written consent of Landlord) to obtain such additional services at Tenant’s sole cost and expense.  Tenant shall keep doors to unattended areas
locked and shall otherwise exercise reasonable precautions to protect property in the Building and the Leased Premises from theft, loss or damage.
 

 



 
 

(10)          Only workers employed, designated or approved by Landlord may be employed for repairs, installations, alterations, painting, material
moving and other similar work that may be done in or on the Leased Premises.
 

(11)          Tenant shall not do or allow any cooking or conduct any restaurant, luncheonette, automat or cafeteria for the sale or service of food or
beverages to its employees or to others, without the prior written consent of Landlord, which consent shall not be unreasonably withheld.  Tenant may,
however, provide, at Tenant’s cost and expense, microwave oven(s), refrigerator(s) and coffee machine(s) in a designated break room/area(s) of the Leased
Premises for use by Tenant’s employees and invitees.
 

(12)          Except as permitted by Section 6.03 of Tenant’s Lease, Tenant shall not bring, or cause or allow to be brought or kept in or on the Leased
Premises, the Building or the Project, any bleach, inflammable, combustible, corrosive, caustic, odorous, poisonous, toxic or explosive substance or any
substance deemed to be a Hazardous or Toxic Material under any applicable Environmental Law or regulation.
 

(13)          Tenant shall not mark, paint, drill into or in any way deface any part of the Building or the Leased Premises.  No boring, driving of nails
or screws, cutting or stringing of wires shall be permitted, except with the prior written consent of Landlord, and as Landlord may direct; provided,
however, that Tenant shall be permitted to install or hang usual and customary office artwork and dry boards without Landlord’s prior written consent. 
Tenant shall not install coat hooks, identification plates or anything else on doors nor any resilient tile or similar floor covering in the Leased Premises
except with the prior written approval of Landlord which approval shall not be unreasonably withheld.  The use of cement or other similar adhesive material
is expressly prohibited.
 

(14)          Tenant shall not place any additional locks or bolts of any kind on any door in the Building or the Leased Premises or change or alter any
lock on any door therein in any respect.  Landlord shall furnish two (2) keys for each lock on exterior doors to the Leased Premises, and two (2) keys
(conventional or card type) for one (1) or more exterior doors to the Building, and shall, on Tenant’s request and at Tenant’s expense, provide additional
duplicate keys.  Tenant shall not make any duplicate keys.  All keys shall be returned to Landlord upon the termination of the Lease, and Tenant shall give to
Landlord the explanation of the combination of all safes, vaults and combination locks in the Leased Premises.  Landlord may at all times keep a pass key to
the Leased Premises.  All entrance doors to the Leased Premises shall be left locked when the Leased Premises are not in use.  Notwithstanding the
foregoing, and provided that Tenant informs Landlord of any and all relevant access codes, Tenant shall, at its sole cost and expense (with the understanding
that Tenant may use the Allowance), be permitted to install a security system at the Leased Premises, including, without limitation, an access card and lock
system, provided Tenant requests and obtains Landlord’s written approval (which approval shall not be unreasonably withheld) of the specific security
system prior to the commencement of installation.
 

(15)          Tenant shall give immediate notice to Landlord in case of theft, unauthorized solicitation or accident in the Leased Premises or in the
Building or of defects therein or in any fixtures or equipment, or of any known emergency in the Building.
 

(16)          Tenant shall place a water-proof tray under all plants in the Leased Premises and shall be responsible for any damage to the floors,
carpets, and/or any other damage caused by over-watering such plants.
 

(17)          Tenant shall not use the Leased Premises or allow the Leased Premises to be used for photographic, multibit, multigraph or digital
reproductions, except in connection with its own business and not as a service for others, without Landlord’s prior written permission.
 

(18)          Tenant shall not use or permit any portion of the Leased Premises to be used for any uses other than those specifically granted in
Tenant’s Lease.
 

(19)          Tenant shall not advertise for laborers (i.e.  those who perform physical labor outdoors) giving the Leased Premises as an address, nor
pay such laborers at a location in the Leased Premises.
 

 



 
 

(20)          Employees of Landlord or Landlord’s agent(s) shall not perform any work or do anything outside of their regular duties, unless under
special instructions from Landlord or Landlord’s agent(s).
 

(21)          Without the prior approval of Landlord, in Landlord’s sole discretion, Tenant shall not place a load upon any floor of the Leased
Premises which exceeds the load per square foot which such floor was designed to carry and which is allowed by law, regulation or code.  Business
machines and mechanical and electrical equipment belonging to Tenant which cause noise, vibration, electrical or magnetic interference, or any other
nuisance that may be transmitted to the structure or other portions of the Building or to the Leased Premises to such a degree as to be reasonably
objectionable to Landlord or which interfere with the use or enjoyment by other tenants of their leased premises or the public portions of the Building, shall
be placed and maintained by Tenant, at Tenant’s expense, in settings of cork, rubber, spring type or other vibration eliminators sufficient to eliminate noise
or vibration.
 

(22)          Tenant shall famish and install a chair mat for each desk chair located on carpet in the Leased Premises.
 

(23)          No solar screen materials, awnings, draperies, shutters or other interior or exterior window coverings that are visible from the exterior of
the Building or from the exterior of the Leased Premises within the Building may be installed by Tenant.  Building-standard mini blinds shall not be pulled
up or removed, but may be opened using the “wand”.
 

(24)          Tenant shall not place, install or operate within the Leased Premises or any other part of the Building any engine or stove, without the
prior written consent of Landlord, which consent shall not be unreasonably withheld.
 

(25)          No portion of the Leased Premises or any other part of the Building shall at any time be used or occupied as sleeping or lodging quarters.
 

(26)          For purposes of the Lease, holidays shall be deemed to mean and include the following: (a) New Year’s Day; (b) Memorial Day;
(c) Independence Day; (d) Labor Day; (e) Thanksgiving Day and the Friday following; and (f) Christmas Day.  If any such holiday occurs on a weekend,
then the holiday shall be the day such holiday is legally observed.
 

(27)          Tenant shall at all times keep the Leased Premises neat and orderly.
 

(28)          All permitted alterations and additions to the Leased Premises must conform to applicable building and fire codes.  Tenant shall obtain
prior approval from applicable building and fire officials and Landlord with respect to any such modifications and shall deliver “as-built” plans therefor to
the property manager for the Building on completion.
 

(29)          It is the intent of both Landlord and Tenant that any portion of the Leased Premises visible to the public hold a high quality professional
image at all times.  If, at any time during the Term, Landlord or Landlord’s agent deems such visible area to hold less than a high quality professional image,
Landlord shall advise Tenant of desired changes to be made to such area to conform to the intent of this paragraph.  Within three (3) business days, Tenant
shall cause the desired changes to be made, or present Landlord with a plan for accomplishing such changes.  Tenant shall have such additional time as is
reasonably required to implement the plan, not to exceed two (2) months; provided, however, that if Tenant is not diligently pursuing the plan for
accomplishing such changes within ten (10) business days, or does not implement the plan within two (2) months, then Landlord may provide draperies or
blinds for the glassed area at Tenant’s expense, and Tenant shall keep such draperies or blinds closed at all times.
 

(30)          The toilet rooms, urinals, wash bowls and other plumbing apparatus shall not be used for any purpose other than that for which they were
constructed, and no foreign substance of any kind whatsoever shall be thrown therein.  The expense of any breakage, stoppage or damage resulting from the
violation of this rule shall be borne by the tenant who, or whose employees or agents, shall have caused it.
 

 



 
 

(31)          The Building has been designated a “non-smoking” building.  Tenant, and all persons entering the Building under the express or implied
invitation of Tenant are prohibited from smoking in the common areas both inside and outside of the Building, except in those areas outside the Building
designated as smoking areas by Landlord.
 

(32)          No animals, except for “service animals” trained to assist disabled persons, shall be brought or kept in or about the Leased Premises or
the Building without the prior written consent of Landlord.
 

(33)          Tenant shall not play or allow the playing or the generation of (i) any music or loud noise in the common areas of the Building without
Landlord’s prior written consent and/or (ii), any loud music or loud noise in the Leased Premises, as determined by Landlord in Landlord’s sole discretion.
 

(34)          Tenant shall not cause or allow any odors deemed obnoxious or otherwise unreasonable by Landlord, in Landlord’s sole discretion, to
permeate or emanate from the Leased Premises.
 

(35)          Tenant shall not bring, or cause or allow to be brought, any firearms, ammunition or weapons of any kind, whether concealed or
otherwise, into the Building at any time.
 

(36)          Landlord reserves the right to rescind, amend and add Building Rules, and to waive Building Rules with respect to any tenant or tenants.
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT E
 

FORM OF ESTOPPEL CERTIFICATE
 
The undersigned                                                                (“Tenant”), in consideration of One Dollar ($1.00) and other valuable consideration, the receipt and
sufficiency of which are hereby acknowledged, hereby certifies to                                           (“Landlord”), [the holder or prospective holder of any
mortgage covering the property] (the “Mortgagee”) and [the vendee under any contract of sale with respect to the Property] (the “Purchaser”) as follows:
 
1.          Tenant and Landlord executed a certain Lease Agreement (the “Lease”), dated             , 20      , covering the             floods) shown attached on the
plan annexed hereto as Exhibit A-l (the “Leased Premises”) in the building located in the                           known as and by the street number                    
(the “Building”), for a term commencing on                     ,20      , and expiring on                                    .
 
2.          The Lease is in full force and effect and has not been modified, changed, altered or amended in any respect.
 
3.          Tenant has accepted and is now in possession of the Leased Premises and is paying the full Rent under the Lease.
 
4.          The Base Rent payable under the Lease is $               per month.  The Base Rent and all Additional Rent and other charges required to be paid under
the Lease have been paid for the period up to and including                   .
 
5.          Tenant has provided Landlord with the following as Security for the Lease:                    .
 
6.          No Rent under the Lease has been paid for more than thirty (30) days in advance of its due date.
 
7.          All work required under the Lease to be performed by Landlord has been completed to the full satisfaction of Tenant.
 
8.          There are no defaults existing under the Lease on the part of either Landlord or Tenant.
 
9.          There is no existing basis for Tenant to cancel or terminate the Lease.
 
10.        As of the date hereof, there exist no valid defenses, offsets, credits, deductions in rent or claims against the enforcement of any of the agreements,
terms, covenants or conditions of the Lease.
 
11.        Tenant affirms that any dispute with Landlord giving rise to a claim against Landlord is a claim under the Lease only and is subordinate to the rights
of the holder of all first lien mortgages on the Building and shall be subject to all the terms, conditions and provisions thereof.  Any such claims are not
offsets to or defenses against enforcement of the Lease.
 
12.        Tenant affirms that any dispute with Landlord giving rise to a claim against Landlord is a claim under the Lease only and is subordinate to the rights
of the Purchaser pursuant to any contract of sale.  Any such claims are not offsets to or defenses against enforcement of the Lease.
 
13.        Tenant affirms that any claims pertaining to matters in existence at the time Tenant took possession and which are known to or which were then
readily ascertainable by Tenant shall be enforced solely by money judgment and/or specific performance against the Landlord named in the Lease and may
not be enforced as an offset to or defense against enforcement of the Lease.
 
14.        There are no actions, whether voluntary or otherwise, pending against or contemplated by Tenant under the bankruptcy laws of the United States or
any state thereof.
 
15.        There has been no material adverse change in Tenant’s financial condition between the date hereof and the date of the execution and delivery of the
Lease.
 

 



 
 
16.        Tenant acknowledges that Landlord has informed Tenant that an assignment of Landlord’s interest in the Lease has been or will be made to the
Mortgagee and that no modification, revision, or cancellation of the Lease or amendments thereto shall be effective unless a written consent thereto of the
Mortgagee is first obtained, and that until further notice payments under the Lease may continue as heretofore.
 
17.        Tenant acknowledges that Landlord has informed Tenant that Landlord has entered into a contract to sell the Property to Purchaser and that no
modification, revision or cancellation of the Lease or amendments thereto shall be effective unless a written consent thereto of the Purchaser has been
obtained.
 
18.        This certification is made to induce Purchaser to consummate a purchase of the Property and to induce Mortgagee to make and maintain a mortgage
loan secured by the Property and/or to disburse additional funds to Landlord under the terms of its agreement with Landlord, knowing that said Purchaser
and Mortgagee rely upon the truth of this certificate in making and/or maintaining such purchase or mortgage or disbursing such funds, as applicable.
 
19.        Except as modified herein, all other provisions of the Lease are hereby ratified and confirmed.

 
  

TENANT:
   
  

Liquidia Technologies, Inc., a Delaware corporation
    
  

By:
 

    
Attest:

 

Name:
 

     
By:

  

Title:
 

 

Secretary
   

  

Date:
 

 
 



 
 

EXHIBIT F
(Page 1 of 12)

 
ITEMIZED INVENTORY OF HAZARDOUS OR TOXIC MATERIALS chemical name

 
chemical name
(2-(acryloyloxy)ethyl) trimethylammonium chloride
(3S)-cis-3,6-dimethyl-1,4-dioxane-2,5-dione, 98%
1,1,1-trichloroethane
1.1.2.2-tetrabromoethane
1.1.3.3-tetramethyldisiloxane
1.1’-dioactadecyl-3.3.3’.3’-tetramethylindocarbocyanine perchlorate, 97%
I.I’-dioactadecyl-3.3.3’.3’-tetramethylindodicarbocyanine perchlorate, >=95%
1.2-propanediol
1.3-bis(Trifluoromethyl) benzene
1.3-butanediol
1.3-diaminopropane,99%
1.3-propanediol
1.4-butanediol
1.4-butanediol diacrylate
1.4-Diazabicyclo(2,2,2) octane
1.4-dioxane
1.4-dioxane-2,5-dione
1,6-diisocyanatohexane
1,8-diazabicyclo[5.4.0] undec-7-ene
1 -benzoyl acetone
1 -butane thiol
1-butanol
1H,1H,2H,2H-perfluoro-1-octanol
1-hydroxycyclohexyl phenyl ketone, 99%
1-octadecanethiol
1 -octanol
1 -pentanol
1-vinyl-2-pyrrolidone, 99+%
1-vinylimidazole
2-(2-butoxyethoxy) ethanol
2-(dimethylamine) ethyl methacrylate
2,2’-azobisisobutyronitrile, 98%
2.2-bis(4-trifluorovinyloxyphenyl)-1,1,1,3,3,3-hexafluoropropane
2.2-diethoxyacetophenone
2.2-dimethoxy propane
2.2-dimethoxy-2-phenylacetophenone, 99%
2.5-bis(tert-butylperoxy)-2,5-dimethylhexane, tech., 90%
2.6-dimethyl-4-heptanone
2.6-di-tert-butyl-4-methylphenol
2-allyloxyethanol
2-aminoethyl methacrylate hydrochloride, 90%
2-butanone
2-butanone oxime
2-ethoxyethanol
2-ethyl-4-methyl-imidazole, 95%
2-furaldehyde
2-heptanone, aka methyl amyl ketone
2-hydroxy-2-methylpropiophenone
2-hydroxyethyl disulfide
2-hydroxyethyl methacrylate
2- isocyanatoethyl methacrylate
 

 



 
 
2- isocyanatoethyl methacrylate
2-methoxyethanol
2-methoxypropene
2-n-morpholinoethyl acrylate
3-(trichlorosilyl)propyl methacrylate
3-(triethoxysilyl) propyl isocyanate
3-(trimethoxysilyl) propyl methacrylate
3,3,4,4,5,5,6,6,7,7,8,8,9,9,10,10,10-heptadecafluoro-l-decanethiol
3.6-dioxa-1,8-octanediothiol
3,9-divinyl-2,4,8,10-tetraoxaspiro(5.5)-undecane
3-aminopropyltriethoxysilane
4-(1,1,2,2,3,3,4,4l5,5,6,6,7,7l8,8,8-heptafluoro-octyl)-1H-imidazole
4,4’-bis(4-trifiuorovinyioxy) biphenyl
4,4-bis(diethyl amino)benzophenone
4,4’-trimethylenedipiperidine
4-Acetylphenyl isocyanate
4-di(methylamino) pyridine
4-fIuorostyrene
4-hydroxy-4-methyl-2-pentanone
4-methyl-2-pentanol
4-methyl-2-pentanone
4-vinyl-1-cyclohexene 1,2 epoxide
4-vinylbenzyl chloride
5-fluorouracil
60A liquid urethane activator
60A liquid urethane base
80A liquid urethane activator
80A liquid urethane base
8515 DL2M
8515 DL Low IV
94A liquid urethane activator
94A liquidia urethane base
a,a’-dichloro-p-xylene
acetic acid, glacial
acetone
acetone-d6
acetonitrile
acetylacetone
acrylamide
acrylic acid
acrylic adhesive
activated carbon
Albumin, human factor V
ally! acetoacetate
allyl bromide
allyl disulfide
aluminum foil
aluminum oxide
aluminum oxide, basic
aluminum oxide, weakly acidic
ammonium formate
aniline
anisaldehyde
arabinogalactan
Asp-Asp-Asp-Asp
benzyl chloride
bis (4-tert-butylphenl)iodonium perfluoro-1-butanesulfonate, 99+%
 

 



 
 
bisphenol A glycerolate (1 glycerol/phenol) diacryiate
b-mercaptoethanol
boric acid
bromobenzene
bromocresol green
bromophenol blue solution
butyl acetate
carbon disulfide
catalyst T 121 Blue
cellulose acetate
cellulose acetate butyrate
cetyltrimethlyammonium bromide
chitosan
chitosan
chitosan oligosaccharide lactate
chlorobenzene
chloroform
chloroform-d
chloromethyldimethylsilane
chlorotrimethylsilane
cholesteryl 3B-(n-(dimethylaminoethyl) carbamate)
cholesteryl n-(trimethylammonioethyl) carbamate chloride
cholesteryl-N-(Trimethylammonioethyl) carbamate chloride
chromium(VI) oxide
collodion
coumarin
coumarin 6
cyanoacrylate ester
cyclohexane
cyclohexanone
cyracure photoinitiator uvi-6976
cytop
cytop
cytop
Desmodur N 3600
di(ethylene glycol) divinyl ether
di(ethylene glycol) vinyl ether
diacetone acrylamide
dibutylamine
dibutyltin dilaurate
dichloromethane
dicyclopentadiene dioxide, 97%
DiD oil, 1.1’-dioctadecyl-3.3.3’.3’-tetramethylindodicarbocyanine perchlorate
diethanolamine
diethylenetriamine
dimethoxymethanr
dimethyl formamide
dimethyl sulfoxide-d6
dimethyltin dichloride
di-n-butyltin diacetate, 95%
dioctyl sulfosuccinate, sodium salt, 96%
diphenyl(2,4,6-trimethylbenzoyl)-phopshine oxide / 2-hydroxy-2-methylpropiophenone
diphenyliodonium hexafluorophosphate, 98+%
dipropylene glycol
dithiothreitol
DMSO
dodecyl sulfate
 

 



 
 
dowex 1 x4 ion exchange resin
drierite
DSP-Lomat’s Reagent
duro-tak 387-2051
e-caprolatone monomer
epichlorohydrin, 99+%
epoxy embedding medium, accelerator
ethanol
ethanol
ethanolamine
ethanolamine
ethyl 4-aminobenzoate, aka benzocaine
ethyl acetate
ethyl ether
ethyl formamate
ethyl oxo-(4-trifluoromethylphenyl) acetate
ethylene diamine
ethylene glycol
ethylene glycol BIS
fastformTM silver plating solution
flashcure light cure adhesive
fluorescein
fluorescein isothiocyanate, mixed isomers
fluorescein o-acrylate
fluorolink 1500
fluorolink D
fluorolink D4000
fluorolink T
formamide
formic acid
fullerene
gelatin
girard’s reagent t
glycerol
glycerol dimethacrylate
glycerol, 99% GC
glycerol-1-allylether
glycidol
glycidyl methacrylate, 97%
glycidyl methacrylate, 97%
Glycine, for molecular biology
Gly-Gly-Gly-Gly-Gly-Gly
heptane
hexamethylenediamine, 98%
hexane
hexanes, isomers
holo-transferrin human
hydrochloric acid, 37% ACS grade
hydrogen peroxide, 30%
hydroxyethyl acrylate
hydroxypropyl methyl cellulose
ibuprofen
indium(lll) chloride
indium(lll) nitrate hydrate
Indomethacin
iron(ll) chloride
iron(lll) chloride hexahydrate
 

 



 
 
isophorone
isophorone diisocyanate, 98%
isophorone-diamine, >=99%
isopropanol
isopropanol acs grade
isopropanol, electronic grade
Itraconazole
Itraconazole
Itraconazole, minimum 98% TLC
Krytox
Krytox hexafluoropropylene oxide homopolymer alcohol
loctite Nuva-Sil Medical Device adhesive
M 4512
magnesium sulfate
magnesium sulfate, anhydrous, reagent grade, 97%
Maxima C Plus vacuum pump oil
methacrylic acid
methacrylic acid glycidyl ester
methacryloxypropyltrichlorosilane
methacryloyl chloride
methanol
methanol
methanolic hydrchloric acid
methylcyclohexane
methylenedi-p-phenyl
methyltributylammonium chloride, 75% solution in water
molecular sieves, 4A
molecular sieves, 5A
mono-2-(methacryloyloxy)ethyl succinate
N-(2-Aminoethyl)-3-aminopropylmethyldimethoxysilane
n.n.n’.n’-tetramethylethylenediamine
naproxen
neopentyl glycol diglycidyl ether, tech.
N-heptafluorobutyrylimidazole, 97%
 nickel chloride-6-hydrate
nickel(II) sulfate hexahydrate
n-isopropylacrylamide
nitric acid
nitrobenzene
n-methylallylamine
NOA74
n-tris(hydroxymethyl)methyl acrylamide
n-vinylcaprolactam
o-(2-(3-mercaptopropionylamino)ethyl)-o-’methyl-PEG 5000
o-(2-mercaptoethyl)-o’-methyl-hexa(ethylene glycol)
oxalic acid, dihydrate
perchloric acid
perfluorodecalin
perfluorohexane
phenanthrenequinone
phenol
phosphate buffer
phosphoric acid
photoinitiator (SEC-15)
platinum(0)-1,3-divinyl-1,1,3,3-tetramethyldisiloxane
poly(2-hydroxyethyl methacrylate)
poly(dimethylsiloxane) hydroxy terminated, viscosity 1000cP
 

 



 
 
poly(dimethylsiloxane) hydroxy terminated, viscosity 500cP
poly(dimethylsiloxane), 200 fluid
poly(dimethylsiloxane), hydroxy terminated (base, cure agent)
poly(dimethylsiloxane), methacryloxypropyl terminated
poly(dimethylsiloxane), methacryloxypropyl terminated, 1000 cSt
poly(dl-lactide/glycolide)
poly(dl-lactide/glycolide) 50/50
poly(ethylene glycol) (400) mono-methacrylate
poly(ethylene glycol) acrylate
poly(ethylene glycol) bis (3-aminopropyl) terminated
poly(ethylene glycol) diacrylate
poly(ethylene glycol) diacrylate
poly(ethylene glycol) diglycidyl ether
poly(ethylene glycol) methacrylate
poly(ethylene glycol) methyl ether
poly(ethylene glycol) monoethyl ether monomethacrylate
poly(ethylene glycol), MW 200
poly(ethylene glycol-polylactic acid diblock polymer-peg(1000)-B-pla(750)
poly(ethylene glycol-polylactic acid diblock polymer-peg(5000)-B-pla(1000)
poly(ethylene oxide-propylene oxide)
poly(ethylene terephthalate)
poly(L-lactide)
poly( methyl methacrylate)
poly(styrenesulfonate)/poly(2,3-dihydrothieno(3,4-b)-1,4-dioxin)
poly(tetrafluoroethylene oxide-co-di-fluoromethylene oxide) a,w-diol, ethoxylated
poly(tetrafluoroethylene)
poly(vinyl alcohol)
poly(vinyl alcohol) 75%
poly(vinyl alcohol), 98%
poly(vinyl pyrrolidine), MW 10000
poly(vinyl pyrrolidine), MW 40000
polyaniline
polycaprolactone
polyethylene
polyethylene glycol 4000 solution
polyethylene glycol diacrylate, 97%
polylactic acid
polylactide
polyoxyethylenesorbitan monooleate tween 80
polypyrrole
polythiophene polymer
polyvinyl alcohol
potassium bromide
potassium carbonate anhydrous
potassium hydrogen phthalate
potassium hydroxide
potassium hydroxide
potassium tert-butoxide, 97.0%
povidone
prism surface insensitive instant adhesive
propionitrile
propylene carbonate
propylene glycol monomethyl ether acetate
protamine sulfate
p-styrenesulfonyl chloride
p-toluenesulfonic acid monohydrate
p-toluenesulfonic acid, polymer bound
 

 



 
 
pyrene 
pyridine
pyridinium p-toluenesulfonate
rhodamine b
RnaseZap
sea sand
semicosil 936 UV
sephadex g-10
sephadex g-15
silica
silicon dioxide, hexamethyldisilazane treated
silicon oil
sodium carbonate
sodium chloride, acs reagent, >=99.0%
sodium diethyldithiocarbamate trihydrate
sodium hydride
sodium hydroxide
sodium sulfate
sodium tetraborte decahydrate, acs reagent, 99.5-105.0%
solkane (1,1,1,3,-pentafluorobutane)
span 80
SU-8 1500
SU-8 2010
SU-8 2050
SU-8 Developer
SU-8 Series Resists
succinic dihydrazide
sulfathiazole
sulfuric acid, babcock grade
sulfuric acid, reagent grade, 95-98%
sylgard® 184 silicone elastomer kit, curing agent and base
TEGO 709
TEGQ711
TEGO 902
tert-amyl alcohol aka methyl amyl alcohol
tert-butyl peroxide, 98%
tetrabutyl ammonium bisulfate, 97%
tetrabutyl ammonium bisulfate, 99%
tetrachloroethylene
tetraethylthiuram disulfide
tetrahydrofuran
tetrahydrofuran
thioglycolic acid
thioxanthen-9-one
tin(ll) 2-ethylhexanoate
tin(IV) chloride
tin(IV) chloride pentahydrate
titanium(IV) butoxide
titanium(IV) ethoxide
titanium(IV) isopropoxide
titanium(IV) oxide, nanopowder
toluene
toluene
toluene-2,4-diisocyanate
transferrin, human
trichloro(1H,1H,2H,2H-perfluorooctyl)-silane, 97%
trichloroethylene
 

 



 
 
triethoxysilane
triethylamine
triethylamine
trimethyl orthoacetate
trimethyl orthoformate
trimethylolpropane ethoxylate triacrylate
trimethylolpropane triacrylate
trimethylolproprane diallyl ether
triphenylsulfonium perfluoro-1-butanesulfonate, 99+%, electronic grade
tris(triphenylphosphine) rhodium(l) chloride
Tween 20
UV acrylate
vacuum pump oil 19
Wacker SilGel 1507
Water, HPLC grade
xylenes
z tetraol
z-dol
z-dol tx
zinc acetate dihydrate
zinc trifluoromethanesulfonate, 98%
Zonyl fluoroadditive Zonyl fiuoromonomer
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT G
 

RENEWAL OPTIONS
 

As long as (i) Tenant is not in default under this Lease as defined in Section 9.02 at the time of exercise of each Renewal Option (as hereinafter
defined) or at the time of commencement of each Renewal Term (as hereinafter defined), (ii) Tenant has not been in monetary default of this Lease as
defined in Section 9.02, as evidenced by receipt of written notice from Landlord of such monetary default, more than two (2) times during the Term, and
Tenant has not been in non-monetary default under this Lease, as evidenced by receipt of written notice from Landlord of such non-monetary default, more
than four (4) times during the Term, and (iii) Tenant is in occupancy of the Leased Premises at the time of exercise of each Renewal Option and at the time
of commencement of each Renewal Term, then Tenant is granted two (2) options (each a “Renewal Option”) to renew the Term of this Lease for two
(2) consecutive periods of three (3) additional years each (each a “Renewal Term”), to commence upon the expiration of the initial Term, and first (1st)
Renewal Term, of this Lease.  Tenant shall exercise each Renewal Option by delivering written notice of such election to Landlord at least nine (9) months
prior to the expiration of the Term, including any Renewal Term.  The renewals of this Lease shall be upon the same terms and conditions of this Lease,
except (a) the Base Rent during each Renewal Term shall be the then prevailing Market Base Rent Rate (defined below) for similar space in the Building or
Project at the time such Renewal Term commences, (b) Tenant shall have no option to renew this Lease beyond the expiration of the second (2nd) Renewal
Term, (c) Tenant shall not have the right to assign its renewal rights to any subtenant of the Leased Premises or assignee of this Lease, nor may any such
subtenant or assignee exercise such renewal rights, and (d) the leasehold improvements will be provided for Tenant’s continued use in their then existing
condition (on an “as is” basis) at the time the Renewal Term commences.
 

As used in this Lease, the term “Market Base Rent Rate” shall mean the prevailing annual rental rate then being charged for single-story, generic
office space comparable to other office space in the Project (taking into consideration, but not limited to, use, location and floor level within the applicable
building, definition of rentable area, leasehold improvements provided, quality and location of the applicable building, rental concessions (e.g., such as
abatements or Lease assumptions) and the time the particular rate under consideration became effective).  It is agreed that bona fide written offers to lease
the Leased Premises or comparable space made to Landlord by third parties (at arm’s-length) may be used by Landlord as an indication of Market Base
Rent Rate.
 

Whenever in this Lease a provision calls for a rental rate to be, or be adjusted to, the Market Base Rent Rate, Tenant shall continue to pay Base
Rent as so adjusted and the Additional Rent as provided in this Lease.
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT H
 

FIRST OFFER RIGHT
 

As long as (i) Tenant is not in default under this Lease as defined in Section 9.02 at the time of exercise of this option or at the time of
commencement of the term for the additional space, (ii) Tenant has not been in monetary default of this Lease as defined in Section 9.02,  as evidenced by
receipt of written notice from Landlord of such monetary default, more than two (2) times during the Term, and Tenant has not been in non-monetary
default under this Lease, as evidenced by receipt of written notice from Landlord of such non-monetary default, more than four (4) times during the Term,
and (iii) Tenant is in occupancy of the Leased Premises (in the same, or greater, amount of square footage that was occupied by Tenant as of the
Commencement Date) at the time of exercise of this option and at the time of commencement of the term for the additional space, then Landlord hereby
grants to Tenant, but not any assignee or subtenant of Tenant, a right (the “First Offer Right”) during the Term to lease in its entirety any space that becomes
available that is contiguous to the Leased Premises provided that Tenant leases a minimum of 10,000 to 15,000 additional square feet in the Building (the
“Space”) that may become available (i.e., vacant) with the understanding that the configuration and total square footage contained in the Space shall be
determined by Landlord, in Landlord’s sole, but reasonable, discretion and Landlord shall notify Tenant of such configuration and square footage at the time
of Landlord’s written notice to Tenant of the availability of the Space.  Landlord shall offer the Space to Tenant at the prevailing Market Base Rent Rate
(defined below), upon the following terms and conditions:
 

The First Offer Right set forth herein is subject to any prior existing rights of any third parties and Landlord’s hereby reserved right to continue to
lease (by lease amendment or new lease agreement) the Space to the tenant, assignee or subtenant occupying the Space, whether or not pursuant to an option
to renew.  Landlord specifically acknowledges and agrees that, as of the Execution Date, there are no other tenants in the Project with any rights to the
Space, except for the existing tenant, International Business Machines Corporation.
 

1.          Prior to Landlord leasing the Space to any third party.  Landlord shall provide Tenant with written notice of the availability of the Space
and written terms of the expansion.
 

2.          Tenant shall then have ten (10) business days from the date of Landlord’s notice in which to respond, in writing.
 

3.          If Tenant elects to lease the Space, Tenant shall provide Landlord with written notice of such election within ten (10) calendar days of the
date of Landlord’s notice.  The parties shall then have thirty (30) calendar days from the date of Tenant’s notice to agree to mutually acceptable terms for
Tenant’s leasing the Space and to execute an amendment to this Lease specifying the terms of the expansion.
 

4.          Tenant shall accept the Space in its then-existing condition.  The term of this Lease with regard to the Space shall commence on Tenant’s
occupancy of the Space (the “Space Commencement Date”); provided, however, that in no event shall the Space Commencement Date be later than thirty
(30) calendar days after the expiration of the prior tenant’s lease.  The term of this Lease for the Space shall expire on the later of: (i) coterminously with the
Expiration Date of this Lease, as such may be amended, or (ii) three (3) years from the Space Commencement Date, in which such event the Term of this
Lease for the entire Leased Premises shall also be extended to such date.
 

5.          If Tenant does not respond to Landlord’s notice within such ten (10) business day period or provides Landlord with written notice that
Tenant does not elect to lease the Space, or if Landlord and Tenant, working in good-faith, fail to execute an amendment to this Lease with regard to the
Space, then the First Offer Right shall terminate with regard to the Space described in Landlord’s notice, and Landlord may thereafter lease the Space that
was described in Landlord’s notice to any third party on the terms set forth in Landlord’s notice to Tenant.  If such Space becomes available to lease at a
later date during the Term, or if Landlord does not lease such Space on the terms set forth in the notice, then Landlord must again offer such Space to Tenant
for lease, and the terms and provisions of this First Offer Right shall apply to such re-offered Space.
 

 



 
 

6.          Notwithstanding the foregoing, in the event Tenant leases the Space (either during an initial offering of such Space or a re-offering of such
Space), Tenant shall, at Tenant’s sole cost and expense, bring any remaining vacant space in the Building (the “Vacant Space”) to a similar condition to that
which existed immediately prior to Tenant’s exercise of its First Offer Right (“Leasable Condition”), including, but not limited to, (i) ensuring Leasable
Condition electrical capacity in the Vacant Space, (ii) ensuring Leasable Condition plumbing facilities (including rest rooms) in the Vacant Space,
(iii) build-out of a main entry for the Vacant Space, and (iv) any other items required by any federal, state or municipal building code for the Vacant Space
(the work done to bring the Vacant Space to a Leasable Condition shall be “Tenant’s Work in the Vacant Space”).  Subject to the aforementioned code
requirements, Landlord shall have the right to approve Tenant’s Work in the Vacant Space, with Landlord acting reasonably.
 

As used in this Lease, the term “Market Base Rent Rate” shall mean the annual rental rate then being charged in the greater Research Triangle
Park/Interstate-40 area of North Carolina for space comparable to the space for which the Market Base Rent Rate is being determined (taking into
consideration, but not limited to, use, location and floor level within the applicable building, definition of rentable area, leasehold improvements provided,
quality and location of the applicable building, rental concessions (e.g., such as abatements or Lease assumptions) and the time the particular rate under
consideration became effective).  It is agreed that bona fide written offers to lease the Leased Premises or comparable space made to Landlord by third
parties (at arm’s-length) may be used by Landlord as an indication of Market Base Rent Rate.
 

(The remainder of this page intentionally left blank.)
 

 



 
 
STATE OF NORTH CAROLINA

 

  
DURHAM COUNTY LEASE MODIFICATION AGREEMENT NO. 1
 

THIS LEASE MODIFICATION AGREEMENT NO. 1 (this “Agreement”) is made and entered into as of this 12th day of January, 2009 (the
“Execution Date”), by and between GRE Keystone Technology Park One LLC, Delaware limited liability company (“Landlord”), and Liquidia
Technologies, Inc., a Delaware corporation authorized to conduct business in the State of North Carolina (“Tenant”).
 

WITNESSETH:
 

WHEREAS, Landlord and Tenant entered into that certain Lease Agreement dated June 29, 2007 (the “Lease”), pursuant to which Tenant leased
approximately 21,210 square feet of flex space contained in Suite 600 (the “Leased Premises”) of the building known as Keystone Technology Park -
Building IV, and located at 419 Davis Drive, Durham, North Carolina 27713 (the “Building”). (The Lease is incorporated herein by reference in its entirety. 
Any capitalized term used and not otherwise defined herein shall have the meaning ascribed to it in the Lease.); and
 

WHEREAS, Section 4.09 of the Lease (Amortization of Excess Upfit) allows Tenant, at its option, to pay as Additional Rent the amount that is in
excess of the Allowance for the Upfit to the Leased Premises, up to a maximum of Seven Hundred Sixty-eight Thousand Eight Hundred Sixty-two Dollars
and Fifty Cents ($768,862.50) (the “Amortized Allowance”), amortized using an annual interest rate of seven percent (7%), commencing November 1, 2008
and amortized over the remaining initial Term of the Lease (i.e., through October 31, 2014), and paid in equal monthly installments (such actual monthly
payment shall be the “Upfit Amortization”); and
 

WHEREAS.  Tenant has notified Landlord of Tenant’s desire repay the Amortized Allowance as Additional Rent under the Lease; and
 

WHEREAS.  Landlord and Tenant desire to amend the Lease setting forth the actual repayment amount for the Amortized Allowance upon the
terms and conditions contained herein.
 

NOW, THEREFORE, in consideration of the premises, rent, mutual covenants and conditions contained herein, and other good and valuable
consideration, the receipt and adequacy of which is hereby acknowledged, Landlord and Tenant hereby agree as follows:
 

1.          Amortized Allowance Repayment.  Pursuant to Section 4.09 of the Lease, commencing November 1, 2008 and continuing each month
through the remainder of the initial Term of the Lease (i.e., through October 31, 2014), the Amortized Allowance payable by Tenant to Landlord shall equal
$13,108.34 per month.  The monthly payment shall be due and payable as of the first day of each month in the same manner as Base Rent
under Section 4.01 of the Lease and subject to a Late Charge for late payments in accordance with Section 4.08 of the Lease.
 

2.          Affirmation of Lease Terms.  Except as expressly modified herein, the original terms and conditions of the Lease shall remain in full force
and effect.
 

3.          Binding Agreement.  Upon execution by Tenant, this Agreement shall be binding upon Tenant, its legal representatives and successors,
and, to the extent assignment may be approved by Landlord hereunder.  Tenant’s assigns.  Upon execution by Landlord, this Agreement shall be binding
upon Landlord, its legal representatives, successors and assigns.  This Agreement shall inure to the benefit of Landlord and Tenant, and their respective
representatives, successors and permitted assigns.
 

4.          Counterparts.  This Agreement may be executed in any number of counterparts, each of which shall be an original, but all of which taken
together shall constitute one and the same instrument.
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IN WITNESS WHEREOF, the parties hereto, intending to be legally bound, have caused this Agreement to be executed by their respective duly
authorized representatives as of the day and year first above written.
 
 LANDLORD:
  
 GRE Keystone Technology Park One LLC, a Delaware limited liability

company
  
 By: GRE Keystone Technology Park Holdings LLC, a Delaware limited

liability company, its Sole Member
   
  By: Capital Associates Management, LLC, a North Carolina limited

liability company, acting as Investment Manager for GRE Keystone
Technology Park Holdings LLC

    
  By: /s/ Stephen P. Porterfield
  Stephen P. Porterfield, Delegate Manager
  
  
 TENANT:
  
 Liquidia Technologies, Inc., a Delaware corporation
   
 By: /s/ Bruce Boucher
   
 Name:Bruce Boucher
   
 Title: President
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STATE OF NORTH CAROLINA

 

DURHAM COUNTY LEASE MODIFICATION AGREEMENT NO. 2
 

THIS LEASE MODIFICATION AGREEMENT NO. 2 (this “Agreement”) is made and entered into as of this 17th day of December, 2010 (the
“Execution Date”), by and between GRE Keystone Technology Park One LLC, a Delaware limited liability company (“Landlord”), and Liquidia
Technologies, Inc., a Delaware corporation authorized to conduct business in the State of North Carolina (“Tenant”).
 

WITNESSETH:
 

WHEREAS, Landlord and Tenant entered into that certain Lease Agreement dated June 29, 2007 (the “Original Lease”), pursuant to which Tenant
leased approximately 21,210 square feet of space contained in Suite 600 (the “Original Leased Premises”) of the building known as Keystone Technology
Park - Building IV, and located at 419 Davis Drive, Durham, North Carolina 27713 (the “Building”); and
 

WHEREAS, Landlord and Tenant entered into that certain Lease Modification Agreement No. 1 dated January 12, 2009 (“Amendment No. 1”),
pursuant to which the Upfit Amortization for the Amortized Allowance was set forth.  The Original Lease and Amendment No. 1 are incorporated herein by
reference in their entirety and hereinafter collectively referred to as the “Lease”.  Any capitalized term used and not otherwise defined herein shall have the
meaning ascribed to it in the Lease; and
 

WHEREAS, the Suite number set forth in the Lease is Suite 600, but Tenant is using Suite number 100 instead; and
 

WHEREAS, Exhibit H to the Lease (First Offer Right) contains a First Offer Right for Tenant to lease additional space in the Building that is
contiguous to the Original Leased Premises, and Tenant has exercised its First Offer Right for certain additional space; and
 

WHEREAS, Landlord and Tenant desire to modify the Lease in order to expand the Original Leased Premises and to make certain other
modifications to the Lease, upon the terms and conditions contained herein.
 

NOW, THEREFORE, in consideration of the premises, rent, mutual covenants and conditions contained herein, and other good and valuable
consideration, the receipt and adequacy of which is hereby acknowledged, Landlord and Tenant hereby agree as follows:
 

1.          Notice Addresses.
 
The notice address for Landlord, provided in Subsection 2.01(k) of the Lease shall change to the following:
 

GRE Keystone Technology Park One LLC
c/o Capital Associates
1255 Crescent Green, Suite 300
Cary, North Carolina 27518
(919)233-9901

 
Landlord and Tenant specifically acknowledge and agree that Landlord’s address for Rent payments shall remain as set forth in Subsection
2.01(k) of the Lease.

 
2.          Suite Number.  Effective as of the Execution Date, Subsection 2.01(b) of the Lease is amended to show that the Suite number for the

Leased Premises is “Suite 100”.
 

3.          Leased Premises/Occupancy Limit.
 

4.          Effective as of March 1, 2011 (the “Expansion No. 1 Date”), Subsection 2.01(b) of the Lease is amended to show that the “Leased
Premises” shall contain approximately 36,831 square feet of space, including the 15,621 square feet of additional space contained in the Building and shown
on Exhibit A-l-a (“Expansion No. 1”) and thereafter the Leased Premises shall be as described in the attached Exhibit A-l-b, both of which are incorporated
by reference in this Agreement in their entirety.
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5.          Effective as of March 1, 2011, the Permitted Maximum Occupancy set forth in Subsection 2.01(i) of the Lease shall be changed to “145
persons”.
 

6.          Rent.  Effective as of the Expansion No. 1 Date, Base Rent shall be as follows:
 

7.          Base Rent shall be a blended sum of the following:  for the Leased Premises, Base Rent shall continue to be as set forth in the Original
Lease (including all escalations as set forth therein), and with regard to Expansion No. 1, (i) shall be equal to $10.70 per square foot, per annum, (ii) abated
in full for the first six (6) full months after the Expansion No. 1 Date and abated in part (so that the rental shall equal $5.35 per square foot, per annum) for
full months seven (7) through nine (9) after the Expansion No. 1 Date, and (iii) escalated by 3.0% on the first day of the 13th full anniversary month and
each subsequent annual anniversary of the Expansion No. 1 Date throughout the Term (i.e., each March 1st); and
 

8.          Therefore, the Base Rent chart set forth in Subsection 2.01(d) of the Lease is amended as follows:
 

Full Month(s)
after
Expansion
No. 1 Date

 

Date(s)
 

Original
Leased

Premises
Monthly

Base Rent
(21,210SF)

 

Expansion ’
No. 1 Monthly

Base Rent
(15,621 SF)

 

Total
Monthly Base

Rent
 

Annual (or for
time period noted)

Base Rent
Prior to Expansion

No. 1

 

11/1/10 through
2/28/11

 

$20,279.65
 

N/A
 

$20,279.65
 

$40,559.30
(for 2 months)

1 through 6
 

3/1/11 through 8/31/11
 

$20,279.65
 

$0.00
($10.70/SF Base Rent

abated)

 

$20,279.65
 

$121,677.90
(for 6 months)

7 through 9
 

9/1/11 through
11/30/11

 

$20,279.65
 

$6,964.36
(1/2 of S10.70/SF Base

Rent abated)

 

$27,244.01
 

$81,732.03
(for 3 months)

10 through 12
 

12/1/11 through
2/29/12

 

$20,888.04
 

$13,928.73
 

$34,816.77
 

$104,450.31
(for 3 months)

13 through 20
 

3/1/12 through
10/31/12

 

$20,888.04
 

$14,346.59
 

$35,234.63
 

$281,877.04
(for 8 months)

21 through 24
 

11/1/12 through
2/28/13

 

$21,514.68
 

$14,346.59
 

$35,861.27
 

$143,445.08
(for 4 months)

25 through 32
 

3/1/13 through
10/31/13

 

$21,514.68
 

$14,776.99
 

$36,291.67
 

$290,333.36
(for 8 months)

33 through 36
 

11/1/13 through
2/28/14

 

$22,160.12
 

$14,776.99
 

$36,937.11
 

$147,748.44
(for 4 months)

37 through 44
 

3/1/14 through
10/31/14

 

$22,160.12
 

$15,220.30
 

$37,380.42
 

$299,043.36
(for 8 months)

 
In addition to the foregoing, Tenant shall continue to be liable to Landlord for the Additional Rent applicable to the Original Leased Premises and

Expansion No. 1 as set forth in the Lease.  For purposes of clarity, Tenant will be liable to Landlord for the Additional Rent applicable to Expansion No. 1
during the abated Base Rent period set forth above.  Effective as of the Expansion No. 1 Date, Tenant’s total monthly TICAM Expense Adjustment payment
is estimated to equal $8,962.21 based upon estimated TICAM Expenses of $2.92 per square foot, per annum.
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9.          Cap on TICAM Expenses.  The last three sentences of Section 4.04 (c) shall be deleted in its entirety and replaced with the following:
 

Notwithstanding the foregoing, commencing January 1, 2011, and for purposes of determining Tenant’s annual TICAM Expense Adjustment in
any calendar year of the Term, the TICAM Expenses which are controllable by Landlord (the “Controllable TICAM”) shall not exceed the
Controllable TICAM for the year ending December 31, 2010 (which for purposes of the annual TICAM Expense Adjustment calculation shall be
treated as the “base year”), increased at a rate of five percent (5%), compounded annually.  The limitation shall not apply to the following
expenses:  taxes, insurance, utilities, refuse collection, weather related cleanup, and any other TICAM Expense item not within Landlord’s
reasonable control (the “Uncontrollable Expenses”).  Any expenses other than Uncontrollable Expenses shall be Controllable TICAM.

 
10.        Tenant Improvements.  Effective as of the Execution Date, the Lease is amended by the addition of the attached Exhibit B with respect to

the fitup work in the Original Leased Premises and Expansion No. 1.
 

11.        Security.  Within ten (10) business days of the full execution and delivery of this Agreement, Tenant shall provide Landlord with additional
Security for the Lease in the amount of $11,000.00 and thereafter, Subsection 2.01(i) of the Lease will be changed to reflect the total Security for the Lease
as “$36,000.00”.
 

12.        First Offer Right.  Even though Tenant has exercised its First Offer Right with regard to the Space, Landlord shall keep the First Offer
Right set forth in Exhibit H to the Lease intact, but the “Space” shall now be as set forth on the attached, Exhibit H-l, and Tenant shall retain the option to
lease a minimum of 10,000 square feet contained in the revised Space.
 

13.        Brokerage/Indemnification.  Landlord and Tenant each represent to the other that they, respectively, have had no dealings with any real
estate broker or agent in connection with the negotiation of this Agreement except for Capital Associates Management, LLC, Landlord’s broker, and
Cassidy Turley, Tenant’ broker, and that they, respectively, know of no other real estate broker or agent who is entitled to a commission or finder’s fee in
connection with this Agreement.  Each party shall indemnify, protect, defend and hold harmless the other party against all claims, demands, losses,
liabilities, lawsuits, judgments, and costs and expenses (including, but not limited to, reasonable attorneys’ fees) for any leasing commission, finder’s fee or
equivalent compensation alleged to be owed on account of dealings with any other than the above-stated real estate brokers by the party from whom
indemnification is sought.  Landlord shall pay the commissions or fees due with respect to Expansion No. 1 to the above-stated Landlord’s broker. 
Landlord’s broker will then pay Tenant’s broker.
 

14.        Affirmation of Lease.  Except as expressly modified herein, the original terms and conditions of the Lease shall remain in full force and
effect.
 

15.        Binding Agreement.  Upon execution by Tenant, this Agreement shall be binding upon Tenant, its legal representatives and successors,
and, to the extent assignment may be approved by Landlord hereunder, Tenant’s assigns.  Upon execution by Landlord, this Agreement shall be binding
upon Landlord, its legal representatives, successors and assigns.  This Agreement shall inure to the benefit of Landlord and Tenant, and their respective
representatives, successors and permitted assigns.
 

16.        Counterparts.  This Agreement may be executed in any number of counterparts, each of which shall be an original, but all of which taken
together shall constitute one and the same instrument.
 

(Signatures appear on the following page.)
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IN WITNESS WHEREOF, the parties hereto, intending to be legally bound, have caused this Agreement to be executed by their respective duly
authorized representatives as of the day and year first above written.

 
 LANDLORD:
   
 GRE Keystone Technology Park One LLC, a Delaware limited liability

company
   
 By: GRE Keystone Technology Park Holdings LLC, a Delaware limited

liability company, its Sole Member
   
  By: Capital Associates Management, LLC, a North Carolina limited

liability company, acting as Investment Manager for GRE Keystone
Technology Park Holdings LLC

    
  By: /s/ Stephen P. Porterfield
  Stephen P. Porterfield, Delegate Manager
  
  
 TENANT:
  
 Liquidia Technologies, Inc, a Delaware corporation
   
 By: /s/ Bruce Boucher
   
 Name:Bruce Boucher
   
 Title: President
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EXHIBIT A-1-a
 

EXPANSION NO. 1
 
Keystone Technology Park - Building IV
419 Davis Drive
Durham, North Carolina 27713
 

 
 



 
 

EXHIBIT A-b
 

ENTIRE LEASED PREMISES (from and after the Expansion No. 1 Date)
 
Keystone Technology Park - Building IV
419 Davis Drive, Suite 100
Durham, North Carolina 27713
 

 
 



 
 

EXHIBIT B
 

WORKLETTER AGREEMENT
 
1)            Existing Condition and Expansion No. 1 Tenant Improvements.  The condition of the Original Leased Premises and Expansion No. 1 as of the date
of this Agreement, as is and with all faults, shall be deemed the “Existing Condition”.  All demolition of and improvements made to the Existing Condition
in accordance with the Schematic Space Plan and Plans (both defined below) shall be deemed the “Tenant Improvements”.
 
2)            Allowance.  Landlord shall provide Tenant with a tenant improvement allowance in the amount not to exceed $124,968.00 (the “Expansion
Allowance”), to pay for the costs and expenses incurred by Landlord for the design and construction of Expansion No. 1 and modifications to the design and
construction of the Original Leased Premises.  The costs and expenses shall include, but not be limited to, the costs and expenses of any (i) design and
construction services related to architectural, plumbing, mechanical and electrical trades, (ii) demolition work, (iii) construction administration services
provided by Landlord’s architect and consulting engineers, and (iv) other work necessary to demise the space.  Costs and expenses shall also include all
costs associated with any contractor’s general conditions, permits (including any new or changes to development, facility or transportation impact fees),
taxes, insurance and fees (but shall not include a construction management fee for Landlord).
 
3)            Design.  Landlord shall cause an architect and one or more engineers, each of whom shall be designated by Landlord and reasonably approved by
Tenant, to consult with Tenant and to prepare architectural, plumbing, mechanical and electrical plans that are (i) consistent with the “Schematic Space
Plan” for the Leased Premises (including Expansion No. 1), (ii) sufficiently detailed for pricing, approval and construction of the Tenant Improvements, and
(iii) subject to Landlord’s approval, which shall not be unreasonably withheld (the “Detailed Plans”).  All partitions, doors, hardware, ceiling tile, window
coverings, plumbing, HVAC, lighting fixtures, switches, outlets and life safety items shall be designed in Landlord’s standard manner.  Carpet, paint, and
millwork shall be selected and designed in Landlord’s standard manner and from Landlord’s standard finishes, unless otherwise agreed to by Landlord-, in
accordance with Section 4 herein.  Tenant shall furnish to Landlord all other information and technical data reasonably necessary for the preparation of the
Detailed Plans within two (2) business days of Landlord’s request therefor, or as otherwise agreed to by Tenant and Landlord, so as not to delay the design,
pricing, approval and construction of the Tenant Improvements by the Expansion No. 1 Date.  Tenant has authorized Bruce Boucher (“Tenant’s
Representative”) to represent Tenant for all purposes related to the design and construction of the Tenant Improvements, including approval of the Plans and
any Change Orders (as defined below), and approval by Tenant’s Representative shall constitute approval by Tenant.
 
4)            Approval of Plans and Cost.  Landlord shall cause a general contractor or contractors designated by Landlord and reasonably approved by Tenant,
to prepare detailed pricing of construction of the Tenant Improvements pursuant to the Detailed Plans.  Landlord shall submit to Tenant for Tenant’s
approval (i) the Detailed Plans and (ii) an itemized cost statement of all design and construction costs related to the Tenant Improvements (the “Cost
Statement”).  Within five (5) business days after its receipt of the Detailed Plans and Cost Statement, Tenant shall approve the Detailed Plans and the Cost
Statement in writing, subject to any modifications or changes in the Detailed Plans requested by Tenant.  Landlord, in its reasonable discretion, shall retain
final approval rights for the Detailed Plans.  After Tenant’s approval of the Detailed Plans and the Cost Statement, or in the event Tenant does not respond to
Landlord within such five (5) business day period, the Detailed Plans and the Cost Statement shall be deemed to be approved by Tenant, and the approved
Detailed Plans shall be thereafter deemed the “Plans”.  Notwithstanding anything to the contrary contained herein, if the costs and expenses of the Tenant
Improvements as approved by Tenant exceed the Expansion Allowance, then Tenant shall be obligated to pay for all such excess costs.  Landlord shall
submit an invoice to Tenant for such excess costs at the time the Detailed Plans and Cost Statement are approved or deemed approved by Tenant, and Tenant
shall pay the excess costs within fifteen (15) days of receipt of Landlord’s invoice therefor.  If the cost of designing and constructing the Tenant
Improvements as approved by Tenant is less than the Expansion Allowance, Tenant shall not be entitled to any refund of the unused portion of the
Expansion Allowance.
 

 



 
 
5)            Change Orders and Additional Costs.  After approval of the Cost Statement by Tenant, additional costs will likely be incurred by Landlord.  These
costs may include, without limitation, design costs that may not yet have been billed, design costs for selection of finishes, costs for construction
clarifications and other construction administration by the architect or engineers, construction changes required by governmental inspectors, and changes to
the Plans or actual construction initiated by Tenant.  From time to time, Landlord shall update the previously approved Cost Statement to account for the
subsequent changes in cost, and Tenant shall pay any cost in excess of the Expansion Allowance and not previously paid by Tenant within fifteen (15) days
of receipt of an invoice detailing such costs.  For changes initiated by Tenant that will revise the previously approved Cost Statement or the construction
schedule and increase the costs associated therewith, a change order (“Change Order”) shall be prepared by Landlord, its architect, or general contractor. 
Each Change Order shall include information regarding any revisions to the cost and construction schedule, and shall provide sufficient information for
evaluation by Landlord, its architect, and Tenant.  Before the work detailed on the Change Order proceeds, Tenant’s Representative must approve the
Change Order, including any increase in cost and time.  Tenant shall have two (2) business days to approve each Change Order, unless Landlord grants
Tenant more time.  If Tenant does not approve the Change Order within the approval period, the Change Order shall be deemed disapproved by Tenant.  If
the Change Order is not approved or deemed disapproved, Landlord shall not proceed with the work contemplated in the Change Order.  If the Change
Order is approved and the additional cost exceeds Five Thousand Dollars ($5,000.00), are in excess of the Expansion Allowance, and if requested by
Landlord, Tenant shall pay the cost of any such Change Order before Landlord proceeds with the work that is the subject of the Change Order.
 
6)            Construction.  After Tenant (i) approves the Detailed Plans and the Cost Statement, (or if Tenant does not respond to Landlord regarding the
Detailed Plans and the Cost Statement, as set forth in Section 4 herein), and (ii) pays any and all costs in excess of the Expansion Allowance as set forth in
Section 4 herein, then Landlord shall be entitled to cause, and shall cause, the general contractor designated by Landlord to construct the Tenant
Improvements in accordance with the Plans and the Cost Statement.
 
7)            Delay.  There shall be no delay in the commencement of payments of Rent with regard to Expansion No.1, even if the Tenant Improvements are
not completed by March 1, 2011.
 
8)            Tenant’s Access to Expansion No. 1.  Landlord shall permit Tenant and its agents reasonable access to Expansion No. 1 during normal business
hours prior to the Expansion No. 1 Date for the purpose of installing telephone and computer cabling, equipment, fixtures and other personal property, and
the entry and use of Expansion No. 1 shall not constitute acceptance of Expansion No. 1 nor Tenant’s acknowledgment of the Expansion No. 1 Date of the
Lease, unless Tenant commences the operation of any portion of its business therein.  This right of entry onto Expansion No. 1 is a license from Landlord to
Tenant which is subject to revocation in the event that Tenant or its employees, contractors or agents causes or is the cause of any code or governmental
violation, labor dispute, delay or damage during the period which results from, whether directly or indirectly, the installation or delivery of the foregoing, or
otherwise becomes in default of any term, covenant or condition of the Lease as provided in Section 9.02.  Prior to Tenant’s entry onto Expansion No. 1 in
accordance herewith, Tenant shall demonstrate to Landlord that it has obtained the insurance required and is in compliance with Section 8.04 of the Lease.
 
9)            Warranties.  Landlord shall cause the repair or replacement of any defects in material or workmanship in the Tenant Improvements installed by
Landlord for a period of one (1) year after the date of substantial completion of the Tenant Improvements, or the duration of any manufacturer’s warranty,
whichever is longer, provided Tenant notifies Landlord of the defect as soon as reasonably practicable after the date Tenant discovers the defect. 
LANDLORD MAKES NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, IN CONNECTION WITH THE TENANT IMPROVEMENTS EXCEPT AS
EXPRESSLY SET FORTH IN THIS SECTION 8.  Tenant’s sole remedy for the breach of any applicable warranty shall be the remedy set forth in this
Section 8.  Tenant agrees that no other remedy, including without limitation, incidental or consequential damages for lost profits, injury to person or
property or any other incidental or consequential loss, shall be available to Tenant.
 
10)          Compliance with Certain Requirements.  At any time before, during, and after construction, Landlord shall have the right to require changes to the
Plans and construction in order to comply with applicable building codes, other governmental requirements, and insurance requirements.  Neither
Landlord’s nor Tenant’s approval of the Plans is a warranty that the Plans comply with applicable building codes, other governmental requirements, and
insurance requirements.
 
11)          No Liability.  Notwithstanding the review and approval by Landlord of the Detailed Plans and any changes to same, Landlord shall have no
responsibility or liability, including the costs of additional or corrective work, in regard to the safety, sufficiency, adequacy or legality thereof, and Tenant
shall look solely to the party(ies) preparing same as the party(ies) responsible for ensuring that the Detailed Plans and changes thereto (and the architectural
and engineering completeness and sufficiency thereof and the Tenant Improvements constructed as a result thereof) are in compliance with all applicable
laws and regulations, and Tenant’s stated intended use.
 

(The remainder of this page intentionally left blank.)
 

 



 
 

EXHIBIT H-1
 

THE SPACE
 
Keystone Technology Park - Building IV
419 Davis Drive
Durham, North Carolina 27713
 

 
 



 
 

THIRD AMENDMENT TO LEASE AGREEMENT
 

THIS THIRD AMENDMENT TO LEASE AGREEMENT (this “Amendment) is entered into between LCFRE DURHAM KEYSTONE
TECHNOLOGY PARK, L.P., a Delaware limited partnership (‘Landlord’), and LIQUIDIA TECHNOLOGIES, INC., a Delaware corporation
(“Tenant”), with reference to the following:
 

A.            GRE Keystone Technology Park One LLC (predecessor-in-interest to Landlord) and Tenant entered into that certain Lease Agreement
dated June 29, 2007, as amended by that certain Lease Modification Agreement No. 1 dated January 12, 2009, and that certain Lease Modification
Agreement No. 2 dated December 17, 2010 (as amended, the “Lease “), covering approximately 36.831 rentable square feet known as Suite 100 on the 1st
floor (the “Premises”) of 419 Davis Drive, Durham, North Carolina, commonly known as Keystone Technology Park - Building IV (the “Building”).
 

B.            Landlord and Tenant now desire to further amend the Lease as set forth below.  Unless otherwise expressly provided in this Amendment,
capitalized terms used in this Amendment shall have the same meanings as in the Lease.
 

FOR GOOD AND VALUABLE CONSIDERATION, the receipt and sufficiency of which are acknowledged, the parties agree as follows:
 
1.             First Extension Period.  The term of the Lease is extended for a period of 36 months (the “First Extension Period’) commencing on
November 1, 2014 and expiring on October 31, 2017 Tenant acknowledges that it has no further extension or renewal rights or options under the Lease
except for the one remaining option to renew for 3 years as set forth in Exhibit G of the Lease.
 
2.             Base Rent.  Commencing on November 1, 2014 and continuing through the First Extension Period, Tenant shall, at the time and in the manner
provided in the Lease, pay to Landlord as Base Rent for the Premises the amounts set forth in the following rent schedules, plus any applicable tax thereon:
 

Premises
 

FROM  THROUGH  RATE   
MONTHLY
BASE RENT  

November 1,2014  October 31. 2015  $ 12.75  $ 39,132.94 
November 1,2015  October 31, 2016  $ 13.13  $ 40,299.25 
November 1, 2016  October 31, 2017  $ 12.53  $ 41,526.95 

 
3.             TICAM Expenses.  Tenant shall continue to pay Tenant’s Pro Rata Share of TICAM Expenses as more particularly described in Article 4 of the
Lease during the First Extension Period.
 
4.             Condition of Premises.  Tenant accepts the Premises in its “as-is” condition.  However, any necessary construction of leasehold improvements
shall be accomplished and the cost of such construction shall be paid in accordance with the “Work Letter” between Landlord and Tenant attached to this
Amendment as Exhibit A.  Tenant acknowledges that Landlord has not undertaken to perform any modification, alteration or improvement to the
Premises.  TENANT WAIVES ANY CLAIMS DUE TO DEFECTS IN THE PREMISES.  Tenant waives the right to terminate the Lease due to the
condition of the Premises.  Nothing in this Section shall be deemed to negate Landlord’s repair and maintenance obligations under the Lease.
 
5.             Consent.  This Amendment is subject to, and conditioned upon, any required consent or approval being unconditionally granted by Landlord’s
mortgagee(s).  If any such consent shall be denied, or granted subject to an unacceptable condition, this Amendment shall be null and void and the Lease
shall remain unchanged and in full force and effect.
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6.             Broker.  Tenant represents and warrants that it has not been represented by any broker or agent in connection with the execution of this
Amendment, except Jim Allaire of Cushman & Wakefield/Thalhimer as Tenant’s broker, and Sue Back and Jordan Betz of Cushman &
Wakefield/Thalhimer as Landlord’s broker whose commissions shall be paid by Landlord pursuant to separate written agreements.  Tenant shall indemnify,
defend and hold harmless Landlord and its designated property management, construction and marketing firms, and their respective partners, members,
affiliates and subsidiaries, and all of their respective officers, directors, shareholders, employees, servants, partners, members, representatives, insurers and
agents from and against all claims (including costs of defense and investigation) of any other broker or agent or similar party claiming by, through or under
Tenant in connection with this Amendment.  Landlord shall indemnify, defend and hold harmless Tenant and its partners, members, affiliates and
subsidiaries, and all of their respective officers, directors, shareholders, employees, servants, partners, members, representatives, insurers and agents from
and against all claims (including costs of defense and investigation) of any other broker or agent or similar party claiming by, through or under Landlord in
connection with this Amendment.
 
7.             OFAC List Representation.  Tenant hereby represents and warrants to Landlord that neither Tenant nor any of its officers, directors,
shareholders, partners, members or affiliates is or will be an entity or person: (a) that is listed in the annex to.  or is otherwise subject to the provisions of. 
Executive Order 13224 issued on September 24, 2001 (“EO 13224”): (b) whose name appears on the United States Treasury Department’s Office of
Foreign Assets Control (“OFAC”) most current list of “Specially Designated National and Blocked Persons” (which list may be published from time to time
in various mediums including, but not limited to.  the OFAC website, http:www.treas.gov/ofac/tl lsdn.pdf); (c) who commits, threatens to commit or
supports “terrorism,” as that term is defined in EO 13224; or (d) who is otherwise affiliated with any entity or person listed above.
 
8.             Time of the Essence.  Time is of the essence with respect to Tenant’s execution and delivery to Landlord of this Amendment.  If Tenant fails to
execute and deliver a signed copy of this Amendment to Landlord by 5:00 p.m. (in the city in which the Premises is located) on May 30, 2014, this
Amendment shall be deemed null and void and shall have no force or effect, unless otherwise agreed in writing by Landlord.  Landlord’s acceptance,
execution and return of this Amendment shall constitute Landlord’s agreement to waive Tenant’s failure to meet such deadline.
 
9.             Miscellaneous.  This Amendment shall become effective only upon full execution and delivery of this Amendment by Landlord and Tenant.  This
Amendment contains the parties’ entire agreement regarding the subject matter covered by this Amendment, and supersedes all prior correspondence,
negotiations, and agreements, if any, whether oral or written, between the parties concerning such subject matter.  There are no contemporaneous oral
agreements, and there are no representations or warranties between the parties not contained in this Amendment on which the parties have relied.  Except as
modified by this Amendment, the terms and provisions of the Lease shall remain in full force and effect, and the Lease, as modified by this Amendment,
shall be binding upon and shall inure to the benefit of the parties hereto, their successors and permitted assigns.
 

[Signatures to follow]
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LANDLORD AND TENANT enter into this Amendment as of the Effective Date specified below Landlord’s signature.
 
 LANDLORD:
  
 LCFRE DURHAM KEYSTONE
 TECHNOLOGY PARK, L.P., a
 Delaware limited partnership
  
 By: LCFRE Durham Keystone Technology Park GP. LLC. a Delaware

limited liability company, its general partner
  
   
 By: /s/ Thomas P. Paterson
 Name: Thomas P. Paterson
 Title: Vice President
 Effective date: June 25, 2014
  
  
 TENANT:
  
  
 LIQUIDIA TECHNOLOGIES, INC., a
 Delaware corporation
  
   
 By: /s/ Timothy Albury
  Name: Timothy Albury
  Title: CFO
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EXHIBIT A
 

WORK LETTER
 

This Work Letter is attached as an Exhibit to that certain Third Amendment to Lease Agreement (the “Amendment”) between LCFRE DURHAM
KEYSTONE TECHNOLOGY PARK, L.P., as Landlord, and LIQUIDIA TECHNOLOGIES, INC., as Tenant, that amends that certain Lease
Agreement dated June 29, 2007 (as amended, the “Lease”) and relating to the lease by Landlord to Tenant of that certain Premises.  Unless otherwise
specified, all capitalized terms used in this Work Letter shall have the same meanings as in the Lease as amended by the Amendment.
 

1.             Construction.  Tenant agrees to construct leasehold improvements (the “Tenant Work”) in a good and workmanlike manner in and upon
the Premises, at Tenant’s sole cost and expense, in accordance with the following provisions.  After completion.  Tenant shall submit to Landlord for
Landlord’s approval complete plans and specifications for the construction of the Tenant Work (“Tenant’s Plans”).  Within 10 business days after receipt of
Tenant’s Plans, Landlord shall review and either approve or disapprove Tenant’s Plans.  If Landlord disapproves Tenant’s Plans, or any portion thereof,
Landlord shall notify Tenant thereof and of the revisions Landlord requires before Landlord will approve Tenant’s Plans.  Within 10 business days after
Landlord’s notice, Tenant shall submit to Landlord, for Landlord’s review and approval, plans and specifications incorporating the required revisions.  The
final plans and specifications approved by Landlord are hereinafter referred to as the “Approved Construction Documents”.  Tenant will employ
experienced, licensed contractors, architects, engineers and other consultants, approved by Landlord, to construct the Tenant Work and will require in the
applicable contracts that such parties (a) carry insurance in such amounts and types of coverages as are reasonably required by Landlord, and (b) design and
construct the Tenant Work in a good and workmanlike manner and in compliance with all laws.  Unless otherwise agreed to in writing by Landlord and
Tenant, all work involved in the construction and installation of the Tenant Work shall be carried out by Tenant’s contractor under the sole direction of
Tenant, in compliance with all Building rules and regulations and in such a manner so as not to unreasonably interfere with or disturb the operations,
business, use and enjoyment of the Project by other tenants in the Building or the structural calculations for imposed loads.  Tenant shall obtain from its
contractors and provide to Landlord a list of all subcontractors providing labor or materials in connection with any portion of the Tenant Work prior to
commencement of the Tenant Work.  Tenant warrants that the design, construction and installation of the Tenant Work shall conform to the requirements of
all applicable laws, including building, plumbing and electrical codes and parameters, and the requirements of any authority having jurisdiction over, or
with respect to, such Tenant Work.
 

2.             Costs.  Subject to the terms and conditions of this Section 2.  Landlord will provide Tenant with an allowance (the “Reimbursement
Allowance”) to be applied towards the cost of constructing the Tenant Work.
 

(A)          Landlord’s obligation to reimburse Tenant for Tenant’s construction of the Tenant Work shall be: (i) limited to actual costs
incurred by Tenant in its construction of the Tenant Work; (ii) limited to an amount up to, but not exceeding, $3.00 multiplied by the rentable square footage
of the Premises; and (iii) conditioned upon Landlord’s receipt of written notice (which notice shall be accompanied by invoices and documentation set forth
below) from Tenant that the Tenant Work has been completed and accepted by Tenant.  The cost of (a) all space planning, design, consulting or review
services and construction drawings, (b) extension of electrical wiring from Landlord’s designated location(s) to the Premises, (c) purchasing and installing
all building equipment for the Premises (including any submitters and other above building standard electrical equipment approved by Landlord), (d)
required metering, re- circuiting or re-wiring for metering, equipment rental, engineering design services, consulting services, studies, construction services,
cost of billing and collections, (e) materials and labor, and (f) an asbestos survey of the Premises if required by applicable law.  shall all be included in the
cost of the Tenant Work and may be paid out of the Reimbursement Allowance, to the extent sufficient funds are available for such purpose.  Any
reimbursement obligation of Landlord under this Work Letter shall be applied solely to the purposes specified above, as allocated, within 365 days after the
Effective Date or be forfeited with no further obligation on the part of Landlord.
 

 



 
 

(B)          Landlord shall pay the Reimbursement Allowance to Tenant within 45 days following Landlord’s receipt of (i) third-party
invoices for costs incurred by Tenant in constructing the Tenant Work; (ii) evidence that Tenant has paid the invoices for such costs; and (iii) final lien
waivers from any contractor or supplier who has constructed or supplied materials for the Tenant Work.  If the costs incurred by Tenant in constructing the
Tenant Work exceed the Reimbursement Allowance, then Tenant shall pay all such excess costs and Tenant agrees to keep the Premises and the Project free
from any liens arising out of the non-payment of such costs.
 

(C)          All installations and improvements now or hereafter placed in the Premises other than building standard improvements shall be
for Tenant’s account and at Tenant’s cost.  Tenant shall pay ad valorem taxes and increased insurance thereon or attributable thereto, which cost shall be
payable by Tenant to Landlord as additional Rent within 30 days after receipt of an invoice therefor.  Tenant’s failure to pay such cost shall constitute an
event of default under the Lease.
 

3.             ADA Compliance.  Tenant shall, at its expense, be responsible for ADA compliance in the Premises, including restrooms on any floor
now or hereafter leased or occupied in its entirety by Tenant, its affiliates or transferees.  Landlord shall not be responsible for determining whether Tenant
is a public accommodation under ADA or whether the Approved Construction Documents comply with ADA requirements.  Such determinations, if desired
by Tenant, shall be the sole responsibility of Tenant.  Landlord’s approval of the Approved Construction Documents shall not be deemed a statement of
compliance with applicable Laws, nor of the accuracy, adequacy, appropriateness, functionality or quality of the improvements to be made according to the
Approved Construction Documents.
 

4.             Landlord’s Oversight and Coordination.  Construction of the Tenant Work shall be subject to oversight and coordination by Landlord,
but such oversight and coordination shall not subject Landlord to any liability to Tenant.  Tenant’s contractors or any other person.  Landlord has the right to
inspect construction of the Tenant Work from time to time.
 

5.             Assumption of Risk and Waiver.  Tenant hereby assumes any and all risks involved with respect to the Tenant Work and hereby
releases and discharges all Landlord parties from any and all liability or loss, damage or injury suffered or incurred by Tenant or third parties in any way
arising out of or in connection with the Tenant Work.
 

 



 
 

FOURTH AMENDMENT TO LEASE AGREEMENT
 

THIS FOURTH AMENDMENT TO LEASE AGREEMENT (this “Amendment”) is entered into between DURHAM KTP TECH 4, LLC, a
Delaware limited liability company (“Landlord”), and LIQUIDIA TECHNOLOGIES, INC., a Delaware corporation (“Tenant”), with reference to the
following:
 

A.            GRE Keystone Technology Park One LLC (predecessor-in-interest to Landlord) (“GRE”) and Tenant entered into that certain Lease
Agreement dated June 29, 2007, as amended by that certain Lease Modification Agreement No. 1 dated January 12, 2009, that certain Lease Modification
Agreement No. 2 dated December 17, 2010, and that certain Third Amendment to Lease Agreement dated June 25, 2014 (as amended, the “Lease”),
covering approximately 36,831 rentable square feet known as Suite 100 on the first floor (the “Premises”) of Keystone Technology Park Building IV, 419
Davis Drive, Durham, North Carolina (the “Building”).
 

B.            GRE assigned its interest in the Lease to LCFRE Keystone Technology Park, L.P, which subsequently assigned its interest in the Lease to
Landlord.
 

C.            Landlord and Tenant now desire to further amend the Lease as set forth below.  Unless otherwise expressly provided in this Amendment,
capitalized terms used in this Amendment shall have the same meanings as in the Lease.
 

FOR GOOD AND VALUABLE CONSIDERATION, the receipt and sufficiency of which are acknowledged, the parties agree as follows:
 
1.             Second Extension Period.  The Term of the Lease is extended for a period of approximately 60 months (the “Second Extension Period”)
commencing on November 1, 2017, and expiring on October 31, 2022.  Tenant acknowledges that it has no remaining options to extend the Term under the
Lease except as provided in Section 5 below.  All other renewal rights and options are hereby deleted and of no further force or effect.
 
2.             Base Rent.  Commencing on November 1, 2017 and continuing through the Second Extension Period, Tenant shall, at the time and in the manner
provided in the Lease, pay to Landlord as Base Rent the amounts set forth in the following rent schedule, plus any applicable tax thereon:
 

FROM
 

THROUGH
 

RATE
 

ANNUAL
BASE RENT

 

November 1, 2017
 

October 31, 2018
 

$ 15.25
 

$ 561,672.72
 

November 1, 2018
 

October 31, 2019
 

$ 15.71
 

$ 578,615.04
 

November 1, 2019
 

October 31,2020
 

$ 16.18
 

$ 595,925.64
 

November 1, 2020
 

October 31, 2021
 

$ 16.66
 

$ 613,604.52
 

November 1, 2021
 

October 31, 2022
 

$ 17.16
 

$ 632,019.96
 

 
3.             Additional Rent.  Tenant shall continue to pay Tenant’s Proportionate Share of Expenses as set forth in Section 4 of the Lease.
 
4.             Condition of Premises.  Tenant accepts the Premises in its “as-is” condition AND CONFIGURATION, AND WITHOUT ANY
REPRESENTATIONS OR WARRANTIES OF ANY KIND, EXPRESS OR IMPLIED, BY LANDLORD REGARDING THE PREMISES AND THE
BUILDING.  TENANT HEREBY AGREES THAT THE PREMISES ARE IN GOOD ORDER AND SATISFACTORY CONDITION.  However, any
necessary construction of leasehold improvements shall be accomplished and the cost of such construction shall be paid in accordance with the “Work
Letter” between Landlord and Tenant attached to this Amendment as Exhibit A.
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5.             Option Term.
 

(a)           Option Right.  Landlord hereby grants to the originally named Tenant herein (“Original Tenant”) one (1) option to extend the Lease
Term for a period of five (5) years (the “Option Term”), which option shall be irrevocably exercised only by written notice delivered by Tenant to Landlord
not more than fifteen (15) months nor less than twelve (12) months prior to the expiration of the Second Extension Period, provided that the following
conditions (the “Option Conditions”) are satisfied: (i) as of the date of delivery of such notice, Tenant is not in default under the Lease, after the expiration
of any applicable notice and cure period; (ii) as of the end of the Second Extension Period, Tenant is not in default under the Lease, after the expiration of
any applicable notice and cure period; (iii) Tenant has not previously been in default under the Lease, after the expiration of any applicable notice and cure
period, more than twice; and (iv) the Lease then remains in full force and effect and Original Tenant or an Affiliate (as such term is defined in the Lease)
with a net worth equal to or greater than that of Original Tenant occupies the entire Premises at the time the option to extend is exercised and as of the
commencement of the Option Term.  Landlord may, at Landlord’s option, exercised in Landlord’s sole and absolute discretion, waive any of the Option
Conditions in which case the option, if otherwise properly exercised by Tenant, shall remain in full force and effect.  Upon the proper exercise of such
option to extend, and provided that Tenant satisfies all of the Option Conditions (except those, if any, which are waived by Landlord), the Lease Term, as it
applies to the Premises, shall be extended for a period of five (5) years.  The rights contained in this Section 5 shall be personal to Original Tenant, and may
be exercised by Original Tenant (and not by any assignee, sublessee or other transferee of Tenant’s interest in the Lease).
 

(b)           Option Rent.  The annual Rent payable by Tenant during the Option Term (the “Option Rent”) shall be equal to the “Fair Rental Value,”
as that term is defined below, for the Premises as of the commencement date of the Option Term.  The “Fair Rental Value” as used in this Section 5, shall
be equal to the annual rent per rentable square foot (including additional rent and considering any “base year” or “expense stop” applicable thereto),
including all escalations, at which tenants (pursuant to leases consummated within the twelve (12) month period preceding the first day of the Option Term),
are leasing non-sublease, non-encumbered, non-equity space which is not significantly greater or smaller in size than the subject space, for a comparable
lease term, in an arm’s length transaction, which comparable space is located in the “Comparable Buildings,” as that term is defined in this Section 5, below
(transactions satisfying the foregoing criteria shall be known as the “Comparable Transactions”), taking into consideration the following concessions (the
“Concessions”)’, (a) rental abatement concessions, if any, being granted such tenants in connection with such comparable space; (b) tenant improvements or
allowances provided or to be provided for such comparable space, and taking into account the value, if any, of the existing improvements in the subject
space, such value to be based upon the age, condition, design, quality of finishes and layout of the improvements and the extent to which the same can be
utilized by a general office user other than Tenant; and (c) other reasonable monetary concessions being granted such tenants in connection with such
comparable space; provided, however, that in calculating the Fair Rental Value, no consideration shall be given to (i) the fact that Landlord is or is not
required to pay a real estate brokerage commission in connection with Tenant’s exercise of its right to extend the Lease Term, or the fact that landlords are
or are not paying real estate brokerage commissions in connection with such comparable space, and (ii) any period of rental abatement, if any, granted to
tenants in comparable transactions in connection with the design, permitting and construction of tenant improvements in such comparable spaces.  The
Concessions (A) shall be reflected in the effective rental rate (which effective rental rate shall take into consideration the total dollar value of such
Concessions as amortized on a straight-line basis over the applicable term of the Comparable Transaction (in which case such Concessions evidenced in the
effective rental rate shall not be granted to Tenant)) payable by Tenant, or (B) at Landlord’s election, all such Concessions shall be granted to Tenant in
kind.  The term “Comparable Buildings” shall mean the Building and those other class A life sciences buildings which are comparable to the Building in
terms of age (based upon the date of completion of construction or major renovation of to the building), quality of construction, level of services and
amenities, size and appearance, and are located in Durham, North Carolina and the surrounding commercial area.
 

(c)           Determination of Option Rent.  In the event Tenant timely and appropriately exercises an option to extend the Lease Term, Landlord
shall notify Tenant of Landlord’s determination of the Option Rent on or before the Lease Expiration Date.  If Tenant, on or before the date which is ten
(10) days following the date upon which Tenant receives Landlord’s determination of the Option Rent, in good faith objects to Landlord’s determination of
the Option Rent, then Landlord and Tenant shall attempt to agree upon the Option Rent using their best good-faith efforts.  If Landlord and Tenant fail to
reach agreement within ten (10) days following Tenant’s objection to the Option Rent (the “Outside Agreement Date”), then each party shall make a
separate determination of the Option Rent, as the case may be, within five (5) days, and such determinations shall be submitted to arbitration in accordance
with the provisions below.  If Tenant fails to object to Landlord’s determination of the Option Rent within the time period set forth herein, then Tenant shall
be deemed to have objected to Landlord’s determination of Option Rent.
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(i)            Landlord and Tenant shall each appoint one arbitrator who shall be, at the option of the appointing party, a real estate broker,
appraiser or attorney who shall have been active over the five (5) year period ending on the date of such appointment in the leasing or appraisal, as the case
may be, of other class A life sciences buildings located in the Durham, North Carolina market area.  The determination of the arbitrators shall be limited
solely to the issue of whether Landlord’s or Tenant’s submitted Option Rent is the closest to the actual Option Rent, taking into account the requirements
above, as determined by the arbitrators.  Each such arbitrator shall be appointed within fifteen (15) days after the Outside Agreement Date.  Landlord and
Tenant may consult with their selected arbitrators prior to appointment and may select an arbitrator who is favorable to their respective positions.  The
arbitrators so selected by Landlord and Tenant shall be deemed “Advocate Arbitrators.”
 

(ii)           The two (2) Advocate Arbitrators so appointed shall be specifically required pursuant to an engagement letter within ten
(10) days of the date of the appointment of the last appointed Advocate Arbitrator to agree upon and appoint a third arbitrator (“Neutral Arbitrator”) who
shall be qualified under the same criteria set forth hereinabove for qualification of the two Advocate Arbitrators, except that neither the Landlord or Tenant
or either parties’ Advocate Arbitrator may, directly or indirectly, consult with the Neutral Arbitrator prior or subsequent to his or her appearance.  The
Neutral Arbitrator shall be retained via an engagement letter jointly prepared by Landlord’s counsel and Tenant’s counsel.
 

(iii)          The three arbitrators shall, within thirty (30) days of the appointment of the Neutral Arbitrator, reach a decision as to whether
the parties shall use Landlord’s or Tenant’s submitted Option Rent, and shall notify Landlord and Tenant thereof.
 

(iv)          The decision of the majority of the three arbitrators shall be binding upon Landlord and Tenant.
 

(v)           If either Landlord or Tenant fails to appoint an Advocate Arbitrator within fifteen (15) days after the Outside Agreement Date,
then either party may petition the presiding judge of the Superior Court of Durham County to appoint such Advocate Arbitrator subject to the criteria above,
or if he or she refuses to act, either party may petition any judge having jurisdiction over the parties to appoint such Advocate Arbitrator.
 

(vi)          If the two (2) Advocate Arbitrators fail to agree upon and appoint the Neutral Arbitrator, then either party may petition the
presiding judge of the Superior Court of Durham County to appoint the Neutral Arbitrator, subject to criteria above, or if he or she refuses to act, either party
may petition any judge having jurisdiction over the parties to appoint such arbitrator.
 

(vii)         The cost of the arbitration shall be paid by Landlord and Tenant equally.
 

(viii)        In the event that the Option Rent shall not have been determined pursuant to the terms hereof prior to the commencement of the
Option Term, Tenant shall be required to pay the Option Rent initially provided by Landlord to Tenant, and upon the final determination of the Option Rent,
the payments made by Tenant shall be reconciled with the actual amounts of Option Rent due, and the appropriate party shall make any corresponding
payment to the other party,
 
6.             Broker.  Each party represents and warrants to the other that it has not been represented by any broker or agent in connection with the execution
of this Amendment, other than Thalhimer Raleigh LLC as Landlord’s agent, and Thalhimer Raleigh LLC, as Tenant’s agent Each party shall indemnify the
other and their respective partners, members, affiliates and subsidiaries, and all of their respective officers, directors, shareholders, employees, servants,
partners, members, representatives, insurers and agents from and against all claims (including costs of defense and investigation) relating to its breach of the
foregoing representation.
 
7.             OFAC List Representation.  Tenant hereby represents and warrants to Landlord that neither Tenant nor, to its knowledge, any of its officers,
directors, shareholders, partners, members or affiliates is or will be an entity or 
person: (a) that is listed in the annex to, or is otherwise subject to the provisions of, Executive Order 13224 issued on September 24, 2001 (“EO 13224”);
(b) whose name appears on the United States Treasury Department’s Office of Foreign Assets Control (“OFAC”) most current list of “Specifically
Designated National and Blocked Persons” (which list may be published from time to time in various mediums including, but not limited to, the OFAC
website, http:www.treas.gov/ofac/tllsdn.pdf); (c) who commits, threatens to commit or supports “terrorism,” as that term is defined in EO 13224; or (d) who
is otherwise affiliated with any entity or person listed above.
 
8.             Miscellaneous.  This Amendment shall become effective only upon full execution and delivery of this Amendment by Landlord and Tenant.  This
Amendment contains the parties’ entire agreement regarding the subject matter covered by this Amendment, and supersedes all prior correspondence,
negotiations, and agreements, if any, whether oral or written, between the parties concerning such subject matter.  There are no contemporaneous oral
agreements, and there are no representations or warranties between the parties not contained in this Amendment.  Except as modified by this Amendment,
the terms and provisions of the Lease shall remain in full force and effect, and the Lease, as modified by this Amendment, shall be binding upon and shall
inure to the benefit of the parties hereto, their successors and permitted assigns.  This Amendment may be executed in one or more counterparts, including
by facsimile or electronic copy.
 

[Signatures to follow]
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LANDLORD AND TENANT enter into this Amendment as of the Effective Date specified below Landlord’s signature.
 
 LANDLORD:
  
 DURHAM KTP TECH 4, LLC,
 a Delaware limited liability company
   
   
 By: /s/ Jamison N. Peschel
  Name:Jamison N. Peschel
  Title: Authorized Signatory
  
  
 Effective Date: Nov. 17, 2015
  
  
 TENANT:
  
 LIQUIDIA TECHNOLOGIES, INC.,
 a Delaware corporation
  
   
 By: /s/ Timothy Albury
  Name:Timothy Albury
  Title: CFO
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EXHIBIT A
 

TENANT WORK LETTER
 
This Tenant Work Letter is attached as an Exhibit to that certain Fourth Amendment to Lease Agreement (the “Amendment”) between DURHAM KTP
TECH 4, LLC, as Landlord, and LIQUIDIA TECHNOLOGIES, INC., as Tenant, that amends that certain Lease Agreement dated June 29, 2007 (as
amended, the “Lease”) and relating to the lease by Landlord to Tenant of that certain Premises.  Unless otherwise specified, all capitalized terms used in this
Work Letter shall have the same meanings as in the Lease as amended by the Amendment.
 
1.   Construction.  Tenant agrees to construct leasehold improvements (the “Tenant Work”) in a good and workmanlike manner in and upon the Premises, at
Tenant’s sole cost and expense, in accordance with the following provisions.  Prior to construction, Tenant shall submit to Landlord for Landlord’s approval
complete plans and specifications for the construction of the Tenant Work (“Tenant’s Plans”).  Within 10 business days after receipt of Tenant’s Plans,
Landlord shall review and either approve or disapprove Tenant’s Plans.  If Landlord disapproves Tenant’s Plans, or any portion thereof, Landlord shall
notify Tenant thereof and of the revisions Landlord requires before Landlord will approve Tenant’s Plans.  Within 10 business days after Landlord’s notice,
Tenant shall submit to Landlord, for Landlord’s review and approval, plans and specifications incorporating the required revisions.  The final plans and
specifications approved by Landlord are hereinafter referred to as the “Approved Construction Documents”.  Tenant will employ experienced, licensed
contractors, architects, engineers and other consultants, approved by Landlord, to construct the Tenant Work and will require in the applicable contracts that
such parties (a) carry insurance in such amounts and types of coverages as are reasonably required by Landlord, (b) list the Landlord and its partners as
additional insureds, and (c) design and construct the Tenant Work in a good and workmanlike manner and in compliance with all laws.  Unless otherwise
agreed to in writing by Landlord and Tenant, all work involved in the construction and installation of the Tenant Work shall be carried out by Tenant’s
contractor under the sole direction of Tenant, in compliance with all Building rules and regulations and in such a manner so as not to unreasonably interfere
with or disturb the operations, business, use and enjoyment of the Project by other tenants in the Building or the structural calculations for imposed loads. 
Tenant shall obtain from its contractors and provide to Landlord a list of all subcontractors providing labor or materials in connection with any portion of the
Tenant Work prior to commencement of the Tenant Work.  Tenant warrants that the design, construction and installation of the Tenant Work shall conform
to the requirements of all applicable laws, including building, plumbing and electrical codes and parameters, and the requirements of any authority having
jurisdiction over, or with respect to, such Tenant Work.
 
2.   Costs.  Subject to the terms and conditions of this Section 2, Landlord will provide Tenant with an allowance (the “Reimbursement Allowance”) to be
applied towards the cost of constructing the Tenant Work.
 
(A) Landlord’s obligation to reimburse Tenant for Tenant’s construction of the Tenant Work shall be: (i) limited to actual costs incurred by Tenant in its
construction of the Tenant Work; (ii) limited to an amount up to, but not exceeding, $10.00 multiplied by the rentable square footage of the Premises; and
(iii) conditioned upon Landlord’s receipt of written notice (which notice shall be accompanied by invoices and documentation set forth below) from Tenant
that the Tenant Work has been completed and accepted by Tenant.  The cost of (a) all space planning, design, consulting or review services and construction
drawings, (b) extension of electrical wiring from Landlord’s designated location(s) to the Premises, (c) purchasing and installing all building equipment for
the Premises (including any submeters and other above building standard electrical equipment approved by Landlord), (d) required metering, re-circuiting
or re-wiring for metering, equipment rental, engineering design services, consulting services, studies, construction services, cost of billing and collections,
(e) materials and labor, (f) a 1% project management fee as outlined below in Section 4, payable to Landlord or its affiliates on total construction costs, and
(g) an asbestos survey of the Premises if required by applicable law, shall all be included in the cost of the Tenant Work and may be paid out of the
Reimbursement Allowance, to the extent sufficient funds are available for such purpose.  Any reimbursement obligation of Landlord under this Work Letter
shall be applied solely to the purposes specified above, as allocated, within 365 days after the Effective Date or be forfeited with no further obligation on the
part of Landlord.
 

 



 
 
(B) Landlord shall pay the Reimbursement Allowance to Tenant within 45 days following Landlord’s receipt of (i) third-party invoices for costs incurred by
Tenant in constructing the Tenant Work; (ii) evidence that Tenant has paid the invoices for such costs; and (iii) final lien waivers from any contractor or
supplier who has constructed or supplied materials for the Tenant Work.  If the costs incurred by Tenant in constructing the Tenant Work exceed the
Reimbursement Allowance, then Tenant shall pay all such excess costs and Tenant agrees to keep the Premises and the Project free from any liens arising
out of the non-payment of such costs,
 
(C) All installations and improvements now or hereafter placed in the Premises other than building standard improvements shall be for Tenant’s account and
at Tenant’s cost.  Tenant shall pay ad valorem taxes and increased insurance thereon or attributable thereto, which cost shall be payable by Tenant to
Landlord as additional Rent within 30 days after receipt of an invoice therefor.  Tenant’s failure to pay such cost shall constitute an event of default under
the Lease.
 
3.   ADA Compliance.  Landlord shall not be responsible for determining whether Tenant is a public accommodation under ADA or whether the Approved
Construction Documents comply with ADA requirements.  Such determinations, if desired by Tenant, shall be the sole responsibility of Tenant.  Landlord’s
approval of the Approved Construction Documents shall not be deemed a statement of compliance with applicable Laws, nor of the accuracy, adequacy,
appropriateness, functionality or quality of the improvements to be made according to the Approved Construction Documents.
 
4.   Landlord’s Oversight and Coordination.  Construction of the Tenant Work shall be subject to oversight and coordination by Landlord, but such oversight
and coordination shall not subject Landlord to any liability to Tenant, Tenant’s contractors or any other person.  Landlord has the right to inspect
construction of the Tenant Work from time to time.  A 1% project management fee shall be payable to Landlord or its affiliates by Tenant on total
construction costs which amount Landlord may pay from the available Reimbursement Allowance.
 
5.   Assumption of Risk and Waiver.  Tenant hereby assumes any and all risks involved with respect to the Tenant Work and hereby releases and discharges
all Landlord parties from any and all liability or loss, damage or injury suffered or incurred by Tenant or third parties in any way arising out of or in
connection with the Tenant Work.
 

 



 
 

FIFTH AMENDMENT TO LEASE AGREEMENT
 

TIDS FIFTH AMENDMENT TO LEASE AGREEMENT (this “Amendment”) is entered into between DURHAM KTP TECH 4, LLC, a
Delaware limited liability company (“Landlord’), and LIQUIDIA TECHNOLOGIES, INC., a Delaware corporation (“Tenant’), with reference to the
following:
 

A.          GRE Keystone Technology Park One LLC (predecessor-in-interest to Landlord) (“GRE”) and Tenant entered into that certain Lease
Agreement dated June 29, 2007, as amended by that certain Lease Modification Agreement No. I dated January 12, 2009, that certain Lease Modification
Agreement No. 2 dated December 17, 2010, that certain Third Amendment to Lease Agreement dated June 25, 2014, and that certain Fourth Amendment to
Lease Agreement dated November 17, 2015 (collectively, the “Lease”), covering approximately 36,831 rentable square feet known as Suite 100 on the first
floor (the “Premises”) of Keystone Technology Park Building IV, 419 Davis Drive, Durham, North Carolina (the “Building”).

 
B.          GRE assigned its interest in the Lease to LCFRE Keystone Technology Park, L.P. which subsequently assigned its interest in the Lease to

Landlord.
 
C.          Landlord and Tenant now desire to further amend the Lease as set forth below. Unless otherwise expressly provided in this Amendment,

capitalized terms used in this Amendment shall have the same meanings as in the Lease.
 
FOR GOOD AND VALUABLE CONSIDERATION, the receipt and sufficiency of which are acknowledged, the parties agree as follows:

 
1.          Second Extension Period. Under the Fourth Amendment the parties had agreed to extend the Term of the Lease until October 31, 2022. The parties
now agree to a further extension of the Term as stated herein. The “Second Extension Period” as defined in the Fourth Amendment is hereby redefined to be
a period of approximately 108 months (the “Second Extension Period) commencing on November 1, 2017, and expiring on October 31, 2026. Tenant
acknowledges that it has no remaining options to extend the Term under the Lease except as provided in Section 5 of the Fourth Amendment. All other
renewal rights and options are hereby deleted and of no further force or effect.
 
2.          Base Rent. The Base Rent table in the Fourth Amendment is hereby deleted for all purposes. Commencing on November 1, 2017 and continuing
through the Second Extension Period, Tenant shall, at the time and in the manner provided in the Lease, pay to Landlord as Base Rent the amounts set forth
in the following rent schedule, plus any applicable tax thereon:
 

      

MONTHLY
 

ANNUAL
 

FROM
 

THROUGH
 

RATE
 

BASE RENT
 

BASE RENT
 

November 1, 2017
 

October 31, 2018
 

$ 24.25
 

$ 74,429.31
 

$ 893,151.72
 

November 1, 2018
 

October 31, 2019
 

$ 24.98
 

$ 76,669.87
 

$ 920,038.44
 

November 1, 2019
 

October 31, 2020
 

$ 25.73
 

$ 78,971.80
 

$ 947,661.60
 

November 1, 2020
 

October 31, 2021
 

$ 26.50
 

$ 81,335.13
 

$ 976,021.56
 

November 1, 2021
 

October 31, 2022
 

$ 27.29
 

$ 83,759.83
 

$ 1,005,117.96
 

November 1, 2022
 

October 31, 2023
 

$ 28.11
 

$ 86,276.62
 

$ 1,035,319.44
 

November 1, 2023
 

October 31, 2024
 

$ 28.96
 

$ 88,885.48
 

$ 1,066,625.76
 

November I, 2024
 

October 31, 2025
 

$ 29.82
 

$ 91,525.04
 

$ 1,098,300.48
 

November I, 2025
 

October 31, 2026
 

$ 30.72
 

$ 94,287.36
 

$ 1,131,448.32
 

 
3.          Additional Rent. Tenant shall continue to pay Tenant’s Proportionate Share of Expenses as set forth in Section 4 of the Lease.
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4.          Condition of Premises. TENANT ACCEPTS THE PREMISES IN ITS “AS-IS”  CONDITION AND CONFIGURATION, AND WITHOUT
ANY REPRESENTATIONS OR WARRANTIES OF ANY KIND, EXPRESS OR IMPLIED, BY LANDLORD REGARDING THE PREMISES
AND THE BUILDING. TENANT HEREBY AGREES THAT THE PREMISES ARE IN GOOD ORDER AND SATISFACTORY
CONDITION. However, any necessary construction of leasehold improvements shall be accomplished and the cost of such construction shall be paid in
accordance with the “Work Letter” between Landlord and Tenant attached to this Amendment as Exhibit A.
 
5.          Additional Security Deposit. Within ten (I 0) days after the Fina1 Financing Date, as defined below, so long as this Amendment is not terminated
in accordance with Section 6 below Tenant shall post an additional $261,717.24 (the “Supplemental Security Deposit’) to the already existing Security
Deposit of $36,000 under the Lease and the total Security Deposit shall be equal to $297,717.24 So long as Tenant is not in default under the Lease beyond
applicable notice and cure periods, the Security Deposit shall be reduced by $74,429.31 on the date Tenant completes the initial public offering for the stock
of Tenant and provides proof of such completed transaction to Landlord (the “IPO Date”). Additionally, so long as Tenant is not in default under the Lease
beyond applicable notice and cure periods, the Security Deposit shall be reduced by an additional $74,429.31 on the date which is three (3) years after the
IPO Date so long as Tenant’s financial position is equal to or greater than Tenant’s financial position as of the IPO Date. For clarity, in both instances above
with respect to Security Deposit reduction, Landlord shall return the said amounts to Tenant within thirty (30) days of Tenant providing Landlord with
sufficient written notice of satisfaction of said condition.
 

Landlord shall not be required to fund any portion of the Reimbursement Allowance, as defined in Exhibit A, until Tenant has posted the
Supplemental Security Deposit with Landlord.
 
6.          Contingency. This Amendment is contingent upon Tenant’s receipt of financing from its Bridge financing (the “Financing”). In the event Tenant
does not finalize the Financing on or before January 31, 2017 (the “Final Financing Date”) then either Tenant or Landlord may terminate this Amendment
upon written notice to Landlord which notice must be given to the other party on or before February 10, 2017. If neither party provides such notice by the
required date this Amendment shall continue in full force and effect and this Section 6 shall be deemed deleted from this Amendment. In addition to any
other limitations on funding the Reimbursement Allowance, Landlord shall not be required to provide any of the Reimbursement Allowance to Tenant until
Tenant obtains the Financing or until this Section 6 is deemed deleted from this Amendment.
 
7.          Broker. Each party represents and warrants to the other that it has not been represented by any broker or agent in connection with the execution of
this Amendment, other than Longfellow Brokerage Services NC, LLC as Landlord’s agent, and Foundry Commercial, as Tenant’s agent Each party shall
indemnify the other and their respective partners, members, affiliates and subsidiaries, and all of their respective officers, directors, shareholders,
employees, servants, partners, members, representatives, insurers and agents from and against all claims (including costs of defense and investigation)
relating to its breach of the foregoing representation.
 
8.          OFAC List Representation. Tenant hereby represents and warrants to Landlord that neither Tenant nor, to its knowledge, any of its officers,
directors, shareholders, partners, members or affiliates is or will be an entity or person: (a) that is listed in the annex to, or is otherwise subject to tbe
provisions of, Executive Order 13224 issued on September 24, 2001 (“EO 13224”); (b) whose name appears on the United States Treasury Department’s
Office of Foreign Assets Control (“OFAC’) most current list of “Specifically Designated National and Blocked Persons” (which list may be published from
time to time in various mediums including, but not limited to, the OFAC website, http:www.treas.gov/ofac/tllsdn.pdf); (c) who commits, threatens to
commit or supports “terrorism,” as that term is defined in EO 13224; or (d) who is otherwise affiliated with any entity or person listed above.
 
9.          Miscellaneous. This Amendment shall become effective only upon full execution and delivery of this Amendment by Landlord and Tenant. This
Amendment contains the parties’ entire agreement regarding the subject matter covered by this Amendment, and supersedes all prior correspondence,
negotiations, and agreements, if any, whether oral or written, between the parties concerning such subject matter. There are no contemporaneous oral
agreements, and there are no representations or warranties between the parties not contained in this Amendment. Except as modified by this Amendment,
the terms and provisions of the Lease shall remain in full force and effect, and the Lease, as modified by this Amendment, shall be binding upon and shall
inure to the benefit of the parties hereto, their successors and permitted assigns. This Amendment may be executed in one or more counterparts, including
by facsimile or electronic copy.
 

[Signatures to follow]
 

2



 
 

LANDLORD AND TENANT enter into this Amendment as of the Effective Date specified below Landlord’s signature.
 

 

LANDLORD:
  
 

DURHAM KTP TECH 7, LLC,
 

a Delaware limited liability company
  
  
 

By: /s/ Jamison N. Peschel
 

Name:Jamison N. Peschel
 

Title: Authorized Signatory
 

Effective Date: June 9, 2017
  
  
 

TENANT:
  
 

LIQUIDIA TECHNOLOGIES, INC.,
 

a Delaware corporation
  
  
 

By: /s/ Shawn Glidden
 

Name:Shawn Glidden
 

Title: VP Legal Affairs and Secretary
 

Effective Date: June 9, 2017
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EXHIBIT A
 

TENANT WORK LETTER
 
This Tenant Work Letter is attached as an Exhibit to that certain Fifth Amendment to Lease Agreement (the ‘‘Amendment’? between DURHAM KTP TECH
4, LLC, as Landlord, and LIQUIDIA TECHNOLOGIES, INC., as Tenant, that amends that certain Lease Agreement dated June 29, 2007 (as amended,
the “Lease’? and relating to the lease by Landlord to Tenant of that certain Premises. Unless otherwise specified, all capitalized terms used in this Work
Letter shall have the same meanings as in the Lease as amended by the Amendment.
 
1.          Construction. Tenant agrees to construct leasehold improvements (the “Tenant Work”) in a good and workmanlike manner in and upon the
Premises, at Tenant’s sole cost and expense, in accordance with the following provisions. Prior to construction, Tenant shall submit to Landlord for
Landlord’s approval complete plans and specifications for the construction of the Tenant Work (“Tenant’s Plans”). Within 10 business days after receipt of
Tenant’s Plans, Landlord shall review and either approve or disapprove Tenant’s Plans. If Landlord disapproves Tenant’s Plans, or any portion thereof,
Landlord shall notify Tenant thereof and of the revisions Landlord requires before Landlord will approve Tenant’s Plans. Within 10 business days after
Landlord’s notice, Tenant shall submit to Landlord, for Landlord ‘s review and approval, plans and specifications incorporating the required revisions. The
final plans and specifications approved by Landlord are hereinafter referred to as the ‘‘Approved Construction Documents”. Tenant will employ
experienced, licensed contractors, architects, engineers and other consultants, approved by Landlord, to construct the Tenant Work and will require in the
applicable contracts that such parties (a) carry insurance in such amounts and types of coverages as are reasonably required by Landlord, (b) list the
Landlord and its partners as additional insureds, and (c) design and construct the Tenant Work in a good and workmanlike manner and in compliance with
all laws. Unless otherwise agreed to in writing by Landlord and Tenant, all work involved in the construction and installation of the Tenant Work shall be
carried out by Tenant’s contractor under the sole direction of Tenant, in compliance with all Building rules and regulations and in such a manner so as not to
unreasonably interfere with or disturb the operations, business, use and enjoyment of the Project by other tenants in the Building or the structural
calculations for imposed loads. Tenant shall obtain from its contractors and provide to Landlord a list of all subcontractors providing labor or materials in
connection with any portion of the Tenant Work prior to commencement of the Tenant Work. Tenant warrants that the design, construction and installation
of the Tenant Work shall conform to the requirements of all applicable laws, including building, plumbing and electrical codes and parameters, and the
requirements of any authority having jurisdiction over, or with respect to, such Tenant Work.
 
2.          Costs. Subject to the terms and conditions of this Section 2, Landlord will provide Tenant with an allowance (the “Reimbursement Allowance”) to
be applied towards the cost of constructing the Tenant Work.
 
(A)          Landlord’s obligation to reimburse Tenant for Tenant’s construction of the Tenant Work shall be: (i) limited to actual costs incurred by Tenant in
its construction of the Tenant Work; (ii) limited to an amount up to, but not exceeding, $54.30 multiplied by the rentable square footage of the Premises (for
clarification purposes the amount listed in this subsection ii is in addition to the $10.00 per square foot provided to Tenant under the Fourth Amendment
which amount has been fully utilized by Tenant);  and
 
(iii) conditioned upon Landlord’s receipt of written notice (which notice shall be accompanied by invoices and documentation set forth below) from Tenant
that the Tenant Work has been completed and accepted by Tenant. The cost of (a) all space planning, design, consulting or review services and construction
drawings, (b) extension of electrical wiring from Landlord’s designated location(s) to the Premises, (c) purchasing and installing all building equipment for
the Premises (including any submeters and other above building standard electrical equipment approved by Landlord), (d)  required metering, re-circuiting
or re-wiring for metering, equipment rental, engineering design services, consulting services, studies, construction services, cost of billing and collections,
(e) materials and labor, (f) a 1% project management fee as outlined below in Section 4, payable to Landlord or its affiliates on total construction costs, and
(g) an asbestos survey of the Premises if required by applicable law, shall all be included in the cost of the Tenant Work and may be paid out of the
Reimbursement Allowance, to the extent sufficient funds are available for such purpose. Any reimbursement obligation of Landlord under this Work Letter
shall be applied solely to the purposes specified above, as allocated, within 365 days after the Effective Date or be forfeited with no further obligation on the
part of Landlord.
 

 



 
 
(B)          Landlord shall pay the Reimbursement Allowance to Tenant within 45 days following Landlord’s receipt of (i) third-party invoices for costs
incurred by Tenant in constructing the Tenant Work; (ii) evidence that Tenant has paid the invoices for such costs; and (iii) final lien waivers from any
contractor or supplier who has constructed or supplied materials for the Tenant Work. If the costs incurred by Tenant in constructing the Tenant Work
exceed the Reimbursement Allowance, then Tenant shall pay all such excess costs and Tenant agrees to keep the Premises and the Project free from any
liens arising out of the non-payment of such costs.
 
(C)          All installations and improvements now or hereafter placed in the Premises other than building standard improvements shall be for Tenant’s
account and at Tenant’s cost. Tenant shall pay ad valorem taxes and increased insurance thereon or attributable thereto, which cost shall be payable by
Tenant to Landlord as additional Rent within 30 days after receipt of an invoice therefor. Tenant’s failure to pay such cost shall constitute an event of default
under the Lease.
 
3.          ADA Compliance. Landlord shall not be responsible for determining whether Tenant is a public accommodation under ADA or whether the
Approved Construction Documents comply with ADA requirements. Such determinations, if desired by Tenant, shall be the sole responsibility of Tenant.
Landlord’s approval of the Approved Construction Documents shall not be deemed a statement of compliance with applicable Laws, nor of the accuracy,
adequacy, appropriateness, functionality or quality of the improvements to be made according to the Approved Construction Documents.
 
4.          Landlord’s Oversight and Coordination. Construction of the Tenant Work shall be subject to oversight and coordination by Landlord, but such
oversight and coordination shall not subject Landlord to any liability to Tenant, Tenant’s contractors or any other person. Landlord has the right to inspect
construction of the Tenant Work from time to time. A one percent (1%) project management fee shall be payable to Landlord or its affiliates by Tenant on
total construction costs which amount Landlord may pay from the available Reimbursement Allowance.
 
5.          Assumption of Risk and Waiver. Tenant hereby assumes any and all risks involved with respect to the Tenant Work and hereby releases and
discharges all Landlord parties from any and all liability or loss, damage or injury suffered or incurred by Tenant or third parties in any way arising out of or
in connection with the Tenant Work.
 

 



 
 

SEVENTH AMENDMENT TO LEASE AGREEMENT
 

THIS SEVENTH AMENDMENT TO LEASE AGREEMENT (this “Expansion Premises Amendment”) is entered into effective as of the 1st
day of November, 2018 (the “Effective Date”), by and between Durham KTP Tech 4, LLC, a Delaware limited liability company (“Landlord”), and
LIQUIDIA TECHNOLOGIES, INC., a Delaware corporation (“Tenant”), with reference to the following:
 

GRE Keystone Technology Park One LLC (predecessor-in-interest to Landlord) (“GRE”) and Tenant entered into that certain Lease Agreement
dated June 29, 2007, as amended by that certain Lease Modification Agreement No. 1 dated January 12, 2009, that certain Lease Modification Agreement
No. 2 dated December 17, 2010, that certain Third Amendment to Lease Agreement dated June 25, 2014, that certain Fourth Amendment to Lease
Agreement dated November 17, 2015 (the “Fourth Amendment”), that certain Fifth Amendment to Lease Agreement dated January 23, 2017 and that
certain Sixth Amendment to Lease Agreement dated June 9, 2017 (collectively, as amended, the “Existing Lease”), covering approximately 36,831 rentable
square feet known as Suite 100 on the first floor (the “Existing Premises”) of Keystone Technology Park Building IV, 419 Davis Drive, Durham, North
Carolina, 27560 (the “Building”).
 

GRE assigned its interest in the Lease to LCFRE Keystone Technology Park, L.P. which subsequently assigned its interest in the Lease to
Landlord.
 

Landlord and Tenant desire to amend the terms of the Existing Lease to expand the Existing Premises and to modify certain other terms of the
Lease. For purposes hereof, the Existing Lease as amended by this Expansion Premises Amendment is referred to as the “Lease.” All capitalized terms not
otherwise defined herein shall have the meanings set forth in the Existing Lease.
 

FOR GOOD AND VALUABLE CONSIDERATION, the receipt and sufficiency of which are hereby acknowledged, the parties agree as follows:
 

Recitals. The recitals shall form a part of this Expansion Premises Amendment.
 

Expansion of the Premises. Tenant desires to expand the Existing Premises to include an additional eight thousand two hundred sixty-four (8,264)
rentable square feet commonly known as Suite 200 located in the Building, as shown on Exhibit A attached hereto and incorporated herein by reference
(the “Expansion Premises”). Effective as of the Expansion Premises Rent Commencement Date (as defined in Section 4 of this Expansion Premises
Amendment), the Existing Premises shall be expanded by adding the Expansion Premises and the term “Premises” under the Lease shall be redefined to be
the Existing Premises plus the Expansion Premises, totaling approximately 45,095 rentable square feet of space (the “Revised Premises”).
 

Lease Term; Renewal Options. Effective as of the Effective Date, the Term of the Lease for the Expansion Space (the “Expansion Premises
Term”) shall be co-terminus with the Term of the Lease with respect to the Existing Premises, which shall expire on October 31, 2026, subject to Tenant’s
options to extend the Term of the Lease pursuant to Section 5 of the Fourth Amendment which right shall apply to the entire Revised Premises.
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Base Rent. Commencing as of the earlier of: (i) the date on which Tenant takes possession of any part of the Expansion Premises for the purposes
of conducting business; or (ii) June 1, 2019 (the “Expansion Premises Rent Commencement Date”) and continuing through the Expansion Premises Term,
Tenant shall, at the time and in the manner provided in the Lease, pay to Landlord as Base Rent for the Revised Premises the amounts set forth in the
following rent schedule, plus any applicable tax thereon:
 

FROM THROUGH RATE MONTHLY
BASE RENT

PERIOD
BASE RENT

Expansion Premises Rent
Commencement Date

October 31, 2019 $24.98 $93,872.76 TBD

November 1, 2019 October 31, 2020 $25.73 $96,691.20 $1,160,294.40
November 1, 2020 October 31, 2021 $26.50 $99,584.79 $1,195,017.48
November 1, 2021 October 31, 2022 $27.29 $102,591.13 $1,231,093.56
November 1, 2022 October 31, 2023 $28.11 $105,672.62 $1,268,071.44
November 1, 2023 October 31, 2024 $28.96 $108,829.27 $1,305,951.24
November 1, 2024 October 31, 2025 $29.82 $112,098.65 $1,345,183.80
November 1, 2025 October 31, 2026 $30.72 $115,443.20 $1,385,318.40

 
Additional Rent. Tenant shall continue to pay the TICAM Expense Adjustment for the Existing Premises as set forth in Section 4 of the Lease

until the Expansion Premises Rent Commencement Date. Commencing on the Expansion Premises Rent Commencement Date and continuing through the
remainder of the Expansion Premises Term, Tenant shall pay the TICAM Expense Adjustment updated for the rentable square footage of the Revised
Premises as set forth in Section 4 of the Lease.
 

Delivery of Expansion Space. Tenant shall accept the Expansion Space and all components thereof including, but not limited to, electrical and
mechanical in its presently existing “as-is”, “where-is”, with all faults condition and Landlord shall not be obligated to provide or pay for any improvement
work or services related to the improvement of the Expansion Space except as otherwise expressly set forth in the Tenant Work Letter attached hereto as
Exhibit B and incorporated herein by reference. Notwithstanding anything else contained in this Expansion Premises Amendment, Landlord shall ensure
the presently existing HVAC units at the Expansion Premises are delivered in good working order. The acceptance of the Expansion Space in “as-is”
condition shall in no way limit Landlord’s repair obligations set forth in the Lease. The terms of the Existing Lease shall continue to control the construction
obligations of the parties with regard to the Existing Premises.
 

Early Access to Expansion Premises. Commencing on the Effective Date, Tenant and its contractors shall have the right, at Tenant’s own risk and
at no charge but subject to the terms and conditions of Section 6.1 of the Tenant Work Letter attached hereto as Exhibit B, to enter upon the Expansion
Premises, to install its furniture, fixtures, and equipment (including Tenant’s data and telephone cabling and equipment) within the Expansion Premises.
 

Broker. Tenant represents and warrants that it has not been represented by any broker or agent in connection with the execution of this Expansion
Premises Amendment, other than Foundry Commercial, as Tenant’s agent (“Tenant’s Broker”), which Tenant’s Broker shall be compensated pursuant to a
separate written agreement. Tenant shall indemnify and hold harmless Landlord and its designated property management, construction and marketing firms,
and their respective partners, members, affiliates and subsidiaries, and all of their respective officers, directors, shareholders, employees, servants, partners,
members, representatives, insurers and agents from and against all claims (including costs of defense and investigation) of any other broker or agent or
similar party claiming by, through or under Tenant in connection with this Expansion Premises Amendment. Landlord represents and warrants that it has not
been represented by any broker or agent in connection with the execution of this Expansion Premises Amendment except Longfellow Real Estate Partners.
Landlord shall indemnify and hold harmless Tenant and its partners, members, affiliates and subsidiaries, and all of their respective officers, directors,
shareholders, employees, servants, partners, members, representatives, insurers and agents from and against all claims (including costs of defense and
investigation) of any other broker or agent or similar party claiming by, through or under Landlord in connection with this Expansion Premises Amendment.
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Counterparts/Signatures. This Expansion Premises Amendment may be executed in counterparts. All executed counterparts shall constitute one
agreement, and each counterpart shall be deemed an original. The parties hereby acknowledge and agree that electronic signatures, facsimile signatures or
signatures transmitted by electronic mail in so-called “pdf” format shall be legal and binding and shall have the same full force and effect as if an original of
this Expansion Premises Amendment had been delivered. Landlord and Tenant (i) intend to be bound by the signatures (whether original, faxed or
electronic) on any document sent by facsimile or electronic mail, (ii) are aware that the other party will rely on such signatures, and (iii) hereby waive any
defenses to the enforcement of the terms of this Expansion Premises Amendment based on the foregoing forms of signature.
 

Miscellaneous. This Expansion Premises Amendment shall become effective only upon full execution and delivery of this Expansion Premises
Amendment by Landlord and Tenant. This Expansion Premises Amendment contains the parties’ entire agreement regarding the subject matter covered by
this Expansion Premises Amendment, and supersedes all prior correspondence, negotiations, and agreements, if any, whether oral or written, between the
parties concerning such subject matter. There are no contemporaneous oral agreements, and there are no representations or warranties between the parties
not contained in this Expansion Premises Amendment. Except as modified by this Expansion Premises Amendment, the terms and provisions of the Lease
shall remain in full force and effect, and the Lease, as modified by this Expansion Premises Amendment, shall be binding upon and shall inure to the benefit
of the parties hereto, their successors and permitted assigns. To the extent of any conflict between the terms of this Expansion Premises Amendment and the
Lease, this Expansion Premises Amendment shall control.
 
 

[Signatures to follow]
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LANDLORD AND TENANT enter into this Expansion Premises Amendment as of the Effective Date specified below Landlord’s signature.
 
 

 

LANDLORD:
 
DURHAM KTP TECH 4, LLC,
a Delaware limited liability company

  
  

 

 
     By: /s/ Jamison N. Peschel
     Name: Jamison N. Peschel
     Title: Authorized Signatory

  
  
 Effective Date: November 1, 2018
  

 
TENANT:
 
LIQUIDIA TECHNOLOGIES, INC.,

 a Delaware corporation
  
  

 
     By: /s/ Rob Lippe
     Name: Rob Lippe
     Title: COO
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EXHIBIT A
 

DEPICTION OF THE EXPANSION PREMISES
 

 
KEYSTONE TECH 4

 
419 Davis Drive, Suite 200

 
8,264 RSF

 
A-1



 
 

EXHIBIT B
 

TENANT WORK LETTER
 

This Tenant Work Letter sets forth the terms and conditions relating to the construction of improvements in the Expansion Premises. All references
in this Tenant Work Letter to Articles or Sections of “this Expansion Premises Amendment” shall mean the relevant portion of the Expansion Premises
Amendment to which this Tenant Work Letter is attached as Exhibit A and of which this Tenant Work Letter forms a part, and all references in this Tenant
Work Letter to Sections of “this Tenant Work Letter” shall mean the relevant portion of this Tenant Work Letter.
 
1.           LANDLORD’S CONSTRUCTION IN THE EXPANSION PREMISES
 

1.1     Landlord Work. None.
 

2.           TENANT IMPROVEMENTS
 

2.1     Tenant Improvements Allowance. Tenant shall be entitled to a tenant improvement allowance (the “Tenant Improvements Allowance”) in the
maximum aggregate amount of $950,360.00 (i.e., $115.00 per rentable square foot of the Expansion Premises) (the “Maximum Allowance Amount”) for the
hard costs and customary soft costs incurred by Tenant including, without limitation out-of-pocket architectural and engineering fees and a one and one-half
percent (1.5%) project management fee payable to Landlord or its affiliates and permits, relating to the design and construction of Tenant’s improvements
which are to be permanently affixed to the Expansion Premises (the “Tenant Improvements”). In no event shall Tenant be permitted to use any excess
Tenant Improvements Allowance toward the Base Rent or any soft costs that are not directly related to the design and construction within the Expansion
Premises. In no event shall Landlord be obligated to make disbursements pursuant to this Tenant Work Letter in a total amount which exceeds the Maximum
Allowance Amount. All Tenant Improvements for which the Tenant Improvements Allowance has been made available shall be deemed Landlord’s property
under the terms of the Lease. Tenant must fully utilize the Tenant Improvements Allowance within twelve (12) months after the Effective Date of this
Expansion Premises Amendment (such period to be extended by any delays caused by Landlord, its agents, employees, architects and/or contractors in the
development and approval of the final space plan and/or the construction documents and/or delays in the submission and pursuit of permits and the
construction of the Tenant Improvements, provided, however, Tenant shall notify Landlord in writing of the claimed estimated length of such Landlord
delay within ten (10) business days after its occurrence and Landlord may elect by written notice delivered to Tenant within ten (10) business days thereafter
to dispute the claimed estimated Landlord delay) and any amounts unutilized by such date shall be deemed forfeited by Tenant.

 
2.2     Disbursement of the Tenant Improvements Allowance. Except as otherwise set forth in this Tenant Work Letter, the Tenant Improvements

Allowance shall be disbursed by Landlord (each of which disbursements shall be made pursuant to Landlord’s reasonable disbursement process) for costs
incurred by Tenant related to the construction of the Tenant Improvements and for the following items and costs (collectively, the “Tenant Improvements
Allowance Items”): (i) payment of the fees of the “Architect” as that term is defined in Section 3.1 of this Tenant Work Letter in connection with the
preparation and review of the “Construction Documents,” as that term is defined in Section 3.1 of this Tenant Work Letter; (ii) payment of the project
management fee described above, (iii) the cost of any changes to the Construction Documents or Tenant Improvements required by all applicable building
codes (the “Code”) enacted after approval of the Construction Documents, (iv) costs payable to the Contractor and any subcontractors, and (v) other costs
incurred in connection with the Tenant Improvements to the extent the same can be paid using the Tenant Improvements Allowance pursuant to the specific
provisions of this Tenant Work Letter.
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Once Landlord is required to disburse any portion of the Tenant Improvement Allowance as noted above, Landlord shall disburse the applicable
portion of the Tenant Improvements Allowance within thirty (30) calendar days of a Payment Request (as hereinafter defined), an amount equal to the
portion of the actual costs and expenses Tenant has incurred and paid in connection with the construction of the Tenant Improvements to date, which are to
be paid for from the Tenant Improvement Allowance provided the following conditions have been satisfied:
 

(1)     Tenant has delivered to Landlord a payment request (“Payment Request”) in a form reasonably satisfactory to Landlord
specifying the work which has been completed; and
 

(2)     Tenant’s general contractor and/or architect shall have submitted an application for payment and sworn statement
substantially in the form of AIA Document G702 and AIA Document G703; and
 

(3)     Tenant has submitted to Landlord lien waivers or partial lien waivers from all contractors, subcontractors, artchitects, and
materialmen who performed such work to cover the work included under the Payment Request and all prior work Tenant was required to pay for before
utilizing the Tenant Improvements Allowance.
 

Notwithstanding anything herein to the contrary, the Tenant Improvements Allowance must be requested by Tenant, if at all, in accordance with
this paragraph on or before the date that is one (1) year following the Effective Date of this Expansion Premises Amendment, and any portion not requested
by such date may no longer be utilized by Tenant and shall be deemed forfeited to Landlord.
 

3.           CONSTRUCTION DOCUMENTS
 

3.1     Selection of Architect/Construction Documents. Tenant shall retain Integrated Designs, PA (collectively, the “Architect”) as subcontractors
to prepare the “Construction Documents,” as that term is defined in this Section 3.1 for the Tenant Improvements, together with the consulting engineers
selected by the Architect and reasonably approved by Landlord. Tenant may retain another Architect or Architects from time to time, provided, however,
that any such other Architects shall be subject to Landlord’s reasonable approval. The plans and drawings to be prepared by Architect hereunder shall be
known collectively as the “Construction Documents.” All Construction Documents shall comply with the drawing format and specifications as determined
by Landlord, and shall be subject to Landlord’s and Tenant’s approval. Landlord may hire an architectural firm to conduct a peer review, and the fees
associated with this peer review shall be paid from the Tenant Improvements Allowance.
 

Landlord has no obligation to approve any Tenant Change or any Tenant Improvements not shown on the plans previously approved by Landlord
and Tenant or reasonably inferable therefrom if, in Landlord’s reasonable judgment, such Tenant Improvements (i) would materially increase the cost of
performing any other work in the Building, unless in each case Tenant agrees to pay such costs based on Tenant’s Change Estimate Notice (as defined
below), (ii) are incompatible with the design, quality, equipment or systems of the Building or otherwise require a change to the existing Building systems
or structure, each in a manner that would not otherwise be required in connection with the improvements contemplated by the Fit Plan (as defined below),
(iii) is not consistent the first class nature of the Building, or (iv) otherwise do not comply with the provisions of the Lease.
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3.2     Final Space Plan. Tenant has approved the preliminary space plan prepared by the Architect attached as Attachment 1 hereto (the “Fit Plan”).
Tenant shall use commercially reasonable efforts to cause the Architect to prepare a space plan for the Expansion Premises which space plan shall be
reasonably consistent with the Fit Plan and shall include a layout and designation of all labs, offices, rooms and other partitioning, their intended use, and
equipment to be contained therein, and shall deliver the space plan to Landlord and Tenant for their approval. Landlord shall review and provide any
changes to the space plan within five (5) business days of receipt thereof. Once Landlord and Tenant approve the final space plan, the space plan shall be
considered final (the “Final Space Plan”).
 

3.3     Construction Documents. Tenant shall cause the Architect to complete final Construction Documents consistent with the Final Space Plan
and shall submit the same to Landlord and Tenant for their approval. Landlord shall review and provide any changes to the construction documents within
five (5) business days of receipt thereof, and the Tenant shall use reasonable efforts to cause the Architect to prepare and circulate modified documents
within ten (10) business days of its receipt of any requested changes from Tenant or Landlord. Such process of submittal and response within the time frame
specified in the preceding sentence shall continue until each of Landlord and Tenant gives written approval to such documents, and the Construction
Documents shall be considered final once approved by the Landlord and the Tenant. In no event may either Tenant or Landlord require any changes that are
inconsistent with the Final Space Plan. The Construction Documents shall comply with applicable laws existing on the date of this Tenant Work Letter and
which may be enacted prior to approval of completed Construction Documents. Subject to the provisions of Sections 3.1 and 5.4 of this Tenant Work Letter,
Tenant may, from time to time, by written request to Landlord on a form reasonably specified by Landlord (“Tenant Change”), request a change in the
Tenant Improvements shown on the Construction Documents, which approval shall not be unreasonably withheld or conditioned, and shall be granted or
denied within five (5) business days after delivery of such Tenant Change to Landlord.
 

3.4     Permits. The Construction Documents as approved (or deemed approved) pursuant to Section 3.3 shall be the “Approved Working
Drawings”. Following approval or deemed approval of the Cost Proposal, as described below, Tenant shall promptly thereafter submit or cause to be
submitted, the Approved Working Drawings to the appropriate municipal authorities for all applicable building permits necessary to allow “Contractor,” as
that term is defined in Section 4.1, below, to commence and fully complete the construction of the applicable Tenant Improvements (the “Permits”).
 

4.           CONSTRUCTION OF THE TENANT IMPROVEMENTS
 

4.1     Contractor. A contractor designated by Tenant and approved by Landlord (“Contractor”) shall construct the Tenant Improvements.
 

4.2     Cost Proposal. After the Approved Working Drawings are approved by Landlord and Tenant, Tenant shall provide Landlord with a cost
proposal (or cost proposals) in accordance with the Approved Working Drawings, which cost proposal(s) shall include, as nearly as possible, the cost of all
Tenant Improvements Allowance Items to be incurred by Tenant in connection with the design and construction of the Tenant Improvements and shall
include a so-called guaranteed maximum price proposal from Tenant’s Contractor (collectively, the “Cost Proposal”), which Cost Proposal shall include,
among other things, the Contractor’s fee, general conditions, and a reasonable contingency. The Cost Proposal may include early trade release packages for
long lead time matters such as mechanical equipment. In connection with the Cost Proposal, Tenant shall cause the Contractor to solicit at least three (3)
bids from each subcontractor trade for which the total cost is expected to exceed $10,000.00. Landlord may review bid packages at Landlord’s request. In
the case of each bid request, Tenant will accept the lowest responsible bid, unless Landlord and Tenant reasonably determine otherwise.
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4.3     Construction of Tenant Improvements by Contractor.
 

4.3.1     Intentionally Deleted.
 

4.3.2     Tenant’s Retention of Contractor. Tenant shall independently retain Contractor to construct the Tenant Improvements in
accordance with the applicable Approved Working Drawings and the applicable Cost Proposal. Landlord shall be entitled to review the Tenant’s
construction contract with the Contractor upon Landlord’s written request. Tenant shall manage the Contractor in its performance of the construction work
and endeavor to oversee the Contractor’s performance of its work to protect Landlord from construction defects.
 

5.           COMPLETION OF THE TENANT IMPROVEMENTS
 

5.1     Substantial Completion. Tenant shall give Landlord at least twenty (20) days prior written notice of the date that Tenant reasonably
anticipates that the Tenant Improvements will be Substantially Complete (as defined below). For purposes of this Lease, “Substantial Completion” shall
occur upon the completion of construction of the Tenant Improvements substantially pursuant to the Approved Working Drawings for such Tenant
Improvements (each as reasonably determined by Landlord), with the exception of any punch list items.
 

5.2     Intentionally omitted.
 

5.3     Intentionally omitted.
 

5.4     Tenant Changes. Landlord may, but shall not be obligated to, approve any Tenant Change on the condition that Tenant shall pay in full, in
advance (or cause to be paid in full from the Tenant Improvements Allowance), any and all additional costs or expenses associated with the approval of said
Tenant Change. If Tenant shall request any Tenant Change, Tenant shall provide Landlord in writing (a “Tenant’s Change Estimate Notice”) the estimated
costs of design and/or construction of the Tenant Improvements that Tenant determines will be incurred as a consequence of such Tenant Change on an
order of magnitude basis on account of such proposed Tenant Change. The cost of any Tenant Change shall be determined on a net basis; i.e. taking into
account the savings, if any, resulting from such Tenant Change.
 

5.5     Delay Not Caused by Parties. Neither the Landlord nor Tenant shall be considered to be in default of the provisions of this Tenant Work
Letter for delays in performance due to Force Majeure.
 

6.           MISCELLANEOUS
 

6.1     Tenant’s Entry Into the Expansion Premises. Tenant shall comply with and perform, and shall cause its employees, agents, contractors,
subcontractors, material suppliers and laborers to comply with and perform, all of Tenant’s insurance and indemnity obligations and other obligations
governing the conduct of Tenant at the Property under this Lease.
 

Any independent contractor of Tenant (or any employee or agent of Tenant) performing any work or inspections in the Expansion Premises shall be
subject to all of the terms, conditions and requirements contained in the Lease and, prior to such entry, Tenant shall provide Landlord with evidence of the
insurance coverages required below.
 

6.2     Tenant’s Representative. Tenant has designated Matt Carey and Michael Hunter as its sole representatives with respect to the matters set
forth in this Tenant Work Letter, who, until further notice to Landlord, shall have full authority and responsibility to act on behalf of the Tenant as required
in this Tenant Work Letter.
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6.3     Landlord’s Representative. Landlord has designated J. Randal Long as its sole representative with respect to the matters set forth in this
Tenant Work Letter, who, until further notice to Tenant, shall have full authority and responsibility to act on behalf of the Landlord as required in this Tenant
Work Letter.
 

6.4     Intentionally omitted.
 

6.5     General. This Tenant Work Letter shall not be deemed applicable to any additional space added to the Expansion Premises at any time or
from time to time, whether by any options under the Lease or otherwise, or to any portion of the Premises or any additions to the Premises in the event of a
renewal or extension of the original Lease Term, whether by any options under the Lease or otherwise, unless and to the extent expressly provided in the
Lease or any amendment or supplement to the Lease that such additional space is to be delivered to Tenant in the same condition the initial Expansion
Premises is to be delivered.
 

6.6     Insurance. Prior to the commencement of the Tenant Improvements, Tenant shall provide Landlord with evidence that Tenant carries
Builder’s All Risk insurance in an amount approved by Landlord covering the construction of such Tenant Improvements, and such other insurance as
Landlord may reasonably require, it being understood and agreed that all of such Tenant Improvements shall be insured by Tenant pursuant to the Lease
immediately upon completion thereof. In addition, Tenant’s contractors, subcontractors, and architects shall be required to carry Commercial General
Liability Insurance in an amount approved by Landlord and otherwise in accordance with the requirements of the Lease and such general liability insurance
shall name the Landlord as additional insured. Landlord may, in its discretion, require Tenant to obtain and record a statutory form of lien bond, or obtain
performance and payment bonds, or some alternate form of security satisfactory to Landlord in an amount sufficient to ensure the lien-free completion of
such Tenant Improvements and naming Landlord as a co-obligee, in each case in form and substance reasonably satisfactory to Landlord. In addition,
Tenant’s contractors and subcontractors shall be required to carry workers compensation insurance with a waiver of subrogation in favor of Landlord.
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Attachment 1
 

Tenant’s Fit Plan
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Exhibit 23.1
 

 
CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

 
We hereby consent to the incorporation by reference in the Registration Statements on Form S-3 (No. 333-233438 and No. 333-236227) and Form S-8 (No.
333-226344, No. 333-230077 and No. 333-233224) of Liquidia Technologies, Inc. of our report dated March 16, 2020 relating to the financial statements
which appears in this Form 10-K.
 
 
/s/ PricewaterhouseCoopers LLP
Raleigh, North Carolina
March 16, 2020
 



Exhibit 31.1
 

CERTIFICATION OF THE PRINCIPAL EXECUTIVE OFFICER
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

 
I, Neal Fowler, certify that:
 
 1. I have reviewed this Annual Report on Form 10-K of Liquidia Technologies, Inc.;
 

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this
report;

 

 3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 

 
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in

Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and
15(d)-15(f)) for the registrant and have:

 

 
a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision,

to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within
those entities, particularly during the period in which this report is being prepared;

 

 
b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 

 c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

 

 
d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most

recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant’s internal control over financial reporting; and

 

 5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to
the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

 

 a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 

 b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal
control over financial reporting.

 
 
 
Date: March 16, 2020 By: /s/ Neal Fowler
 Name: Neal Fowler
 Title: Chief Executive Officer

(Principal Executive Officer)
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CERTIFICATION OF THE PRINCIPAL FINANCIAL OFFICER

PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
 
I, Richard D. Katz, M.D., certify that:
 
 1. I have reviewed this Annual Report on Form 10-K of Liquidia Technologies, Inc.;
 

 
2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this
report;

 

 3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects the
financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;

 

 
4. The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in

Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and
15(d)-15(f)) for the registrant and have:

 

 
a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision,

to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within
those entities, particularly during the period in which this report is being prepared;

 

 
b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 

 c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

 

 
d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most

recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant’s internal control over financial reporting; and

 

 5. The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to
the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

 

 a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 

 b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal
control over financial reporting.

 
 
 
Date: March 16, 2020 By: /s/ Richard D. Katz, M.D.
 Name: Richard D. Katz, M.D.
 Title: Chief Financial Officer

(Principal Financial Officer)
 



 
Exhibit 32.1

 
CERTIFICATION OF THE PRINCIPAL EXECUTIVE OFFICER

PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Annual Report of Liquidia Technologies, Inc., a Delaware corporation (the “Company”), on Form 10-K for the year ended December
31, 2019, as filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, Neal Fowler, Chief Executive Officer of the Company,
hereby certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my knowledge:
 
 1. The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; and

 
 2. The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
 
 
Date: March 16, 2020 By: /s/ Neal Fowler
 Name: Neal Fowler
 Title: Chief Executive Officer

(Principal Executive Officer)
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CERTIFICATION OF THE PRINCIPAL FINANCIAL OFFICER

PURSUANT TO SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Annual Report of Liquidia Technologies, Inc., a Delaware corporation (the “Company”), on Form 10-K for the year ended December
31, 2019, as filed with the Securities and Exchange Commission on the date hereof (the “Report”), I, Richard D. Katz, M.D., Chief Financial Officer of the
Company, hereby certify, pursuant to 18 U.S.C. § 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my knowledge:
 
 1. The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; and

 
 2. The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
 
 
Date: March 16, 2020 By: /s/ Richard D. Katz, M.D.
 Name: Richard D. Katz, M.D.
 Title: Chief Financial Officer

(Principal Financial Officer)
 


