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CAUTIONARY NOTE REGARDING FORWARD LOOKING STATEMENTS

This annual report contains forward-looking statements within the meaning of Section 27A of the Securities Act of
1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended, that involve substantial risks and
uncertainties. In some cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,”
“plan,” “anticipate,” “could,” “intend,” “target,” “project,” “estimate,” “believe,” “estimate,” “predict,” “potential” or
“continue” or the negative of these terms or other similar expressions intended to identify statements about the future. These
statements speak only as of the date of filing this annual report with the SEC and 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. 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. These forward-looking
statements include, without limitation, statements about the following:

EEINNTS ELINNTS LR RT3 EEINNT3 EEINNTS EEINNTS

e our ability to regain and maintain compliance with the continued listing requirements of The Nasdaq Stock Market
LLC (“Nasdaq”);

e our lack of operating history and need for additional capital;

e our plans to develop and commercialize our product candidates;

e the timing of our planned clinical trials for CTx-1301, CTx-1302, and CTx-2103;

e the timing of our New Drug Application (“NDA”) submissions for CTx-1301, CTx-1302, and CTx-2103;

e the timing of and our ability to obtain and maintain regulatory approvals for CTx-1301, CTx-1302, CTx-2103, or any
other future product candidate;

e the clinical utility of our product candidates;

e our commercialization, marketing and manufacturing capabilities and strategy;

e our ability to identify strategic partnerships;

e our expected use of cash;

e our competitive position and projections relating to our competitors or our industry;
e our ability to identify, recruit, and retain key personnel;

e the impact of laws and regulations;

e our expectations regarding the time during which we will be an emerging growth company under the Jumpstart Our
Business Startups Act of 2021 (the “JOBS Act”);

e our plans to identify additional product candidates with significant commercial potential that are consistent with our
commercial objectives;

e the identified material weaknesses in our internal control over financial reporting; and
e our estimates regarding future revenue and expenses.

Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be
predicted or quantified and some of which are beyond our control, 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. You should refer to the
“Risk Factors” and “Management’s Discussion and Analysis of Financial Condition and Results of Operations” sections 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. We operate in an evolving environment and new risk factors and uncertainties
may emerge from time to time. It is not possible for management to predict all risk factors and uncertainties. As a result of
these factors, we cannot assure you that the forward-looking statements in this annual report will prove to be accurate. Except
as required by applicable law, we do not plan to publicly update or revise any forward-looking statements contained herein,
whether as a result of any new information, future events, changed circumstances or otherwise. You should review the factors
and risks and other information we describe in the reports we will file from time to time with the SEC.



PART1
ITEM 1. BUSINESS
Overview

We are a biopharmaceutical company using our proprietary Precision Timed Release™ (“PTR™”) drug delivery
platform technology to build and advance a pipeline of next-generation pharmaceutical products designed to improve the lives
of patients suffering from frequently diagnosed conditions characterized by burdensome daily dosing regimens and suboptimal
treatment outcomes. With an initial focus on the treatment of Attention Deficit/Hyperactivity Disorder (“ADHD”) and anxiety,
we are identifying and evaluating additional therapeutic areas where our PTR technology may be employed to develop future
product candidates. Our PTR platform incorporates a proprietary Erosion Barrier Layer (“EBL”) designed to allow for the
release of drug substance at specific, pre-defined time intervals, unlocking the potential for once-daily, multi-dose tablets.

We are targeting the ADHD treatment market, with an estimated US market size of over $23 billion as of November
2023, of which $18.6 billion is attributable to stimulants. Stimulants are the most commonly prescribed class of medications
for ADHD and account for approximately 88% of all ADHD medication prescriptions in the United States. By contrast, non-
stimulant medications are typically employed only in the second-line or adjunctive therapy setting and accounting for
approximately 12% of all ADHD medication prescriptions. Extended-release, or long-acting, dosage forms of stimulant
medications are most frequently deployed as the first-line treatment for ADHD and constitute approximately $16 billion of the
overall ADHD market spend and accounting for 54% of all stimulant prescriptions. Most of these extended-release dosage
forms are approved for once-daily dosing in the morning and were designed to eliminate the need for re-dosing during the day.
However, with the current ‘once-daily’ extended-release dosage forms, most patients still receive a second or “booster” dose
for administration later in the day (typically in the early afternoon) to achieve active-day coverage and suffer from a multitude
of unwanted side effects as a result. We believe there is a significant, unmet need within the current treatment paradigm for
true once-daily ADHD stimulant medications with a duration that provides entire active-day coverage combined with an
improved side effect profile to better serve the numerous unmet needs of patients.

Our two proprietary, first-line stimulant medications: CTx-1301 (dexmethylphenidate) and CTx-1302
(dextroamphetamine), are being developed for the treatment of ADHD across all three patient segments: children (ages 6 -12),
adolescents (ages 13-17), and adults (ages 18+). Both CTx-1301 and CTx-1302 are designed to address the key shortcomings
of currently approved stimulant therapies by: providing an immediate onset of action (within 30 minutes); offering entire
‘active-day’ duration; eliminating the need for ‘booster/recovery’ doses of additional stimulant medications; minimizing or
eliminating the rebound/crash symptoms associated with early medication ‘wear-off;” and providing favorable tolerability with
a controlled descent of drug blood levels. Furthermore, by eliminating the ‘booster’ dose used by up to 60% of ADHD patients
in conjunction with their primary medication, we believe our product candidates will provide important societal and economic
benefits: reducing the abuse and diversion associated with short-acting stimulant medications; allowing physicians to prescribe
one medication versus two; allowing patients to pay for one medication versus two; and allowing payers to reimburse one
medication versus two.

We completed a proof-of-concept trial in human subjects to validate our PTR platform and in October 2020,
announced positive results from a Phase 1/2 study of CTx-1301 in ADHD patients establishing tolerability, comparative
bioavailability, and dose proportionality of CTx-1301 versus Focalin® XR. In order to meet the pharmacology requirement for
the CTx-1301 NDA submission, we completed a food effect study in October 2022, which demonstrated that CTx-1301 can
be taken with or without food.

A Phase 3 adult dose-optimization study to assess the efficacy and safety, along with onset and duration, of CTx-1301
in adults with ADHD was initiated in December 2022 and completed in June 2023. Results were presented at the 2023 Psych
Congress and were presented at the 2024 American Professional Society of ADHD and Related Disorders (“APSARD”) in
January 2024. This Phase 3 CTx-1301study (NCT05631626) assessed efficacy and safety along with onset and duration of
CTx-1301 in 21 adults (age range: 18-55 years) with ADHD in an adult laboratory classroom setting. It did not achieve
statistical significance on the primary efficacy endpoint but CTx-1301 demonstrated a trend toward significance in improving
Permanent Product Measure of Performance (“PERMP”) scores compared to the placebo. Clinical Global Impression Scale
(“CGI-S”) scores with CTx-1301 compared to placebo also showed significant improvements that were indeed statistically
significant for this secondary endpoint. The treatment effect size of CTx-1301 in this trial was notable — starting at 30 minutes
and demonstrated the ability of CTx-1301 to improve upon ADHD symptoms in patients over an entire active day.



In addition, we initiated two CTx-1301 Phase 3 clinical studies in pediatric and adolescent patients- a fixed dose study
(NCTO05286762) and a dose-optimized onset and duration study in a laboratory classroom setting (NCT05924594) — in the third
quarter of 2023. Based on guidance received from the Federal Drug Administration (“FDA”) regarding our clinical program
for CTx-1301, we stopped enrollment in these two studies. All enrolled patients in these studies can complete the study and
data will be reported as directed by the FDA. Additionally, based on this guidance, we expect to submit the NDA for CTx-
1301 in the first half of 2025 under the Section 505(b)(2) pathway with Focalin® XR as the reference listed drug, using its
efficacy and safety data on file with the FDA as a basis for approval, together with bioavailability/bioequivalence data and
efficacy/safety data from our CTx-1301 clinical program. If we receive FDA approval for CTx-1301, we may conduct Phase 4
trials.

Societal CDMO, Inc. (“Societal”), a contract development and manufacturing organization (“CDMO”) will
manufacture all clinical, registration, and commercial batches of our lead ADHD candidate, CTx-1301. In April 2023, we
successfully completed the transfer of our proprietary PTR™ manufacturing processes for CTx-1301 to Societal, which has
produced a scalable supply of CTx-1301 for our Phase 3 trials in the manufacturing suite within Societal’s Gainesville, GA
facility that is outfitted with equipment supplied by us. Societal is currently manufacturing additional CTx-1301 product
candidate material in accordance with FDA expectations.

We plan to initiate the clinical plan for CTx-1302 (dextroamphetamine), our second investigational asset for the
treatment of ADHD, as soon as 2025, pending additional capital resources.

We have embarked on a program to develop CTx-2103 (buspirone), for the treatment of anxiety, which is one of the
most common mental health concerns in the United States. We completed a formulation study in which the pharmacokinetics
were evaluated for this trimodal tablet providing three precisely timed doses of buspirone versus one immediate release dose.
In addition, scintigraphic imaging visualized transit of the tablets through the gastrointestinal tract to confirm both the site and
onset of release, which will then be correlated with pharmacokinetic data to establish the full release profile of the CTx-2103
formulation. Based on the pharmacokinetic profile seen in the data, CTx-2103 achieved a triple release of buspirone. These
results provided the critical information required to allow us to request a Pre-IND meeting with the FDA to discuss the design
of our clinical and regulatory program for CTx-2103 which occurred in the fourth quarter of 2023. We received input from the
FDA regarding the regulatory pathway for CTx-2103, and the design of clinical studies for filing of an IND. Based on this
FDA feedback, we believe that we can seek and win approval of CTx-2103 under the 505(b)(2) pathway, which typically
requires less time and resources than the 505(b)(1) full NDA pathway.

CTx-2103 is being designed as a novel, extended-release tablet of buspirone that incorporates our proprietary PTR™
drug delivery platform. Buspirone, an azapirone derivative and a 5-HT1A partial agonist, was the first non-benzodiazepine
anxiolytic introduced for the treatment of generalized anxiety disorder. Buspirone may exhibit a decreased side-effect profile
compared to other anxiolytic treatments. Unlike benzodiazepines and barbiturates, there is no associated risk of physical
dependence or withdrawal with buspirone use due to the lack of effects on gamma-aminobutyric acid receptors.

In 2020, United States sales of buspirone in various forms accounted for over $2 billion of sales in the $5.2 billion
anxiety market. CTx-2103 will be designed as a once-daily, modified-release tablet with clear differentiation and compelling
advantages over standard treatment options which must be taken multiple times per day to maximize efficacy. We are in active
license conversations and, pending a definitive agreement and additional capital resources, development of CTx-2103
(buspirone) for the treatment of anxiety may begin as soon as mid-2024.

We are actively seeking a strategic pharmaceutical partnership under which we would license CTx-1301 in the United
States, internationally, or both. In March 2023, we entered into a joint commercialization agreement (the “Commercialization
Agreement”) with Indegene, Inc. (“Indegene”). Should we be unable to identify an appropriate pharmaceutical partnership, if
we receive FDA approval for CTx-1301, Indegene would provide commercialization services for CTx-1301, including
marketing, sales, market access and distribution, on a fee for service basis.

We believe that our PTR platform has the potential to provide patients and physicians with differentiated
pharmaceutical treatment options that will enhance patient compliance and improve health outcomes in several additional
therapeutic areas. We intend to leverage our PTR platform technology to expand and augment our clinical-stage pipeline by
identifying and developing additional assets in other therapeutic areas where one or more active pharmaceutical ingredient
(“APIs”) need to be delivered several times a day at specific, pre-defined time intervals and released in a manner that would
offer significant improvement over existing therapies. Our criteria for the selection of additional, future pipeline candidates
will include the potential for $1 billion or more in peak annual sales, the potential to deliver a clearly differentiated therapeutic
advantage and the potential to overcome unmet medical needs.
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Our Strategy

Our goal is to be a leading, innovative biopharmaceutical company focused on the development, manufacturing and

commercialization of next generation pharmaceutical products that utilize our PTR drug delivery platform technology to create
dosing schedules and drug release profiles that will improve the lives of patients suffering from a multitude of frequently
diagnosed conditions. Key initial elements of our business strategy to achieve this goal are to:

Complete development and obtain regulatory approval for CTx-1301 for the treatment of ADHD. In October 2020,
we announced positive results from a Phase 1/2 study of CTx-1301 in ADHD patients establishing tolerability,
comparative bioavailability, and dose proportionality of CTx-1301 versus Focalin® XR. A Phase 3 adult dose-
optimization study to assess the efficacy and safety, along with onset and duration, of CTx-1301 in adults with ADHD
was initiated in December 2022 and completed in June 2023. Results were presented at the 2024 APSARD in January
2024. In addition we initiated two CTx-1301 Phase 3 clinical studies in pediatric and adolescent patients- a fixed dose
study and a dose-optimized onset and duration study in a laboratory classroom setting — in the third quarter of 2023.
Based on guidance received from the FDA regarding our clinical program for CTx-1301 (dexmethylphenidate),
enrollment in these two studies was stopped. All enrolled patients in these studies can complete the study and data
will be reported accordingly. Additionally, based on this guidance, we expect to submit the NDA for CTx-1301 in the
first half of 2025 under the Section 505(b)(2) pathway with Focalin® XR as the reference listed drug, using its efficacy
and safety data on file with the FDA as a basis for approval, together with bioavailability/bioequivalence data and
efficacy/safety data from our CTx-1301 clinical program.

Successfully commercialize CTx-1301. We are actively seeking a strategic pharmaceutical partnership under which
we would license CTx-1301 in the United States, internationally, or both, to ensure successful commercial launches
if we receive FDA approval for CTx-1301. Should we be unable to identify an appropriate pharmaceutical partnership,
if we receive FDA approval for CTx-1301, pursuant to the Commercialization Agreement, Indegene would provide
commercialization services for CTx-1301, including marketing, sales, market access and distribution, on a fee for
service basis.

Advance clinical trials for CTx-2103 for the treatment of anxiety. In September 2022, we announced that data from
the human formulation study for CTx-2103 demonstrated its ability to deliver a single administration of triple-release
buspirone. We will use these results to design the clinical program for CTx-2103, which will be designed as a once-
daily, multi-dose tablet with what we believe will be clear differentiation and compelling advantages over standard
treatment options. We are in active license conversations and pending a definitive agreement, development of CTx-
2103 (buspirone) for the treatment of anxiety may begin as soon as mid-2024 pending additional capital resources.



e Advance development of CTx-1302 for the treatment of ADHD. We plan to initiate a clinical plan for CTx-1302
(dextroamphetamine), our second investigational asset for the treatment of ADHD, as soon as 2025 pending additional
capital resources.

e  Maximize the potential of our PTR platform to develop additional product candidates in new indications with
significant unmet medical need and billion-dollar revenue potential. We intend to use our PTR drug delivery
platform technology and the streamlined 505(b)(2) development pathway to develop additional therapeutic assets in
other therapeutic areas where one or more active pharmaceutical ingredients need to be administered several times a
day at specific, pre-defined time intervals and released in a manner that would offer significant improvement over
existing therapies. We believe this will lead to improved patient compliance and better health outcomes. Further
indications we intend to evaluate include insomnia, non-opioid pain, Alzheimer’s, hypothyroidism, psychosis,
depression, cardiovascular disorders, Parkinson’s disease, migraine, oral oncology, xerostomia (dry mouth) and
bipolar disorder, among others.

® Acquire or in-license additional assets or programs to complement our portfolio and/or leverage our technology.
We continuously evaluate potential partnering opportunities or asset acquisitions that can bolster our current product
candidate portfolio and provide substantial value to our organization. We intend to focus on early to mid-stage
development product candidates to generate clinical data and potentially move to later stages of development and
ultimately on to commercialization.

e  Qut-license our PTR platform to other companies and license our product candidates in the United States and
internationally. We are actively seeking and evaluating opportunities to license our current assets and the PTR drug
delivery platform technology to other companies looking to serve large patient populations with unmet needs and/or
looking to transform multiple daily dosing to once daily administration to satisfy patient needs. We are also in on-
going conversations to pursue and evaluate opportunities to license our product candidates to third parties for use in
the United States and internationally.

o  Further strengthen our intellectual property portfolio. We intend to continue to manage and expand our diverse
intellectual property portfolio and maintain our trade secrets and know-how focused on our PTR platform, current and
future pipeline candidates, and proprietary manufacturing process. We believe these activities will be critical to protect
our platform and product candidates from potential competitors that may try to compete with our therapeutic assets
and compression tableting approach.

e  Capitalize on our existing cGMP expertise. We have developed a proprietary, reliable, high output, specialized
manufacturing equipment with the potential for real-time testing and release that is employed by our third-party
manufacturing partner. Our process has been designed to allow for the creation of a platform that can incorporate other
drug substances thus permitting expansion into additional indications and therapeutic areas. We expect that our
investment in these manufacturing capabilities and equipment will substantially reduce our development timelines
and overall development costs for current and future assets. We currently utilize commercial manufacturing equipment
and will not require technology transfer or large scale-up processes to meet clinical or commercial manufacturing
needs. In October 2022, we announced that we had selected Societal as our new CDMO that will manufacture all
clinical, registration, and commercial batches of our lead candidate CTx-1301. Societal has dedicated a specific
manufacturing suite within its Gainesville, GA facility and outfit it with proprietary equipment supplied by us.

Our Team

Our founders and management team have many years of experience in the biopharmaceutical space, holding
management positions at leading biopharmaceutical companies, including Pfizer Inc., Novartis International AG, DuPont de
Nemours, Inc. and Sanofi S.A., among others. Our team possesses substantial experience and expertise across the spectrum of
drug development and commercialization of pharmaceutical products, including multiple psychiatric and nervous system
products.



Shane J. Schaffer, our Co-Founder, Chairman and Chief Executive Officer, has held senior leadership roles at Pfizer
Inc., Novartis International AG and Sanofi S.A. and has over 25 years of experience in drug development and
commercialization. Dr. Matthew Brams, our Co-Founder and Chief Medical Officer, has over 30 years of clinical experience
managing patients in the field of adult and child psychiatry and has been involved in the research, development, and evaluation
of multiple ADHD medications. Dr. Raul R. Silva, our Co-Founder and Chief Science Officer, is a practicing child and
adolescent psychiatrist who has served as Associate Professor and Vice Chairman of Child and Adolescent Psychiatry at NYU
School of Medicine in New York City. Laurie A. Myers, our Chief Operating Officer, has held leadership positions for leading
global pharmaceutical companies, including Pfizer Inc., Novartis International AG, DuPont de Nemours, Inc. and Sanofi S.A.
and has over 30 years of experience in drug development, marketing and commercialization.

ADHD Overview and Drawbacks of Current Therapies

ADHD is a chronic neurobehavioral and developmental disorder that affects millions of children, adolescents and
adults. In the United States, approximately 6.4 million, or 11%, of children and adolescents aged 4-17 have been diagnosed
with ADHD. Among this group, 80% receive treatment and 65% demonstrate clinical ADHD symptoms that persist into
adulthood. Adult ADHD prevalence in the United States is estimated at approximately 11 million patients, or 4.4%, of the
population, almost double the size of the child and adolescent segment combined. Currently, approximately 20% of the adult
ADHD population receives treatment, however an increasing number of adult patients are being diagnosed and seeking
treatment causing the adult ADHD market to grow approximately 10% year over year. Total ADHD medication sales in the
United States continue to grow with sales of all ADHD medications reaching over $23 billion for the 12-months ended
November 2023.

ADHD is marked by an on-going pattern of inattention and/or hyperactivity-impulsivity that interferes with
functioning and/or development. According to the American Academy of Child and Adolescent Psychiatry, common
manifestations of ADHD in children and adolescents include:

Hyperactivity: Children always seem to be in motion. A child who is hyperactive may move around touching or
playing with whatever is around, or talk continually. During story time or school lessons, the child might squirm
around, fidget, or get up and move around the room. Some children wiggle their feet or tap their fingers. A teenager
or adult who is hyperactive may feel restless and need to stay busy all the time.

Impulsivity: Children often blurt out comments without thinking first. They may often display their emotions without
restraint. They may also fail to consider the consequences of their actions. Such children may find it hard to wait in
line or take turns. Impulsive teenagers and adults tend to make choices that have a small immediate payoff rather than
working toward larger delayed rewards.

Inattentiveness: Inattentive children may quickly get bored with an activity if it’s not something they really enjoy.
Organizing and completing a task or learning something new is difficult for them. As students, they often forget to
write down a school assignment or bring a book home. Completing homework can be huge challenge. At any age, an
inattentive person may often be easily distracted, make careless mistakes, forget things, have trouble following
instructions, or skip from one activity to another without finishing anything.

Adult ADHD patients typically suffer from restlessness, impulsivity, difficulty with time management, trouble
regulating emotions and difficulty managing finances. Adults with ADHD report experiencing an internal sense of fidgetiness
and restlessness and experience greater difficulty communicating with others. Upon entering the job market, many adults have
difficulty gaining employment and are at increased risk of termination due to repeated tardiness or absenteeism. Adults with
ADHD earn approximately 30% less and are 10% less likely to be employed versus their unaffected peers. Additionally, adults
with ADHD are more likely to exhibit a variety of comorbidities including drug and alcohol abuse, social anxiety and
depression.

ADHD in both children and adults has an impact not only on the individual but on their families, friends and peers
and because of its prevalence as one of the most commonly diagnosed behavioral disorders, a critical impact on society, the
healthcare system and the economy at large. On a societal level, versus control groups, ADHD patients experience a greater
than 40% higher rate of vehicle accidents, 2x greater divorce rate, have a 2-fold greater incidence of accidental death, and
research from prospective studies indicates that children and adults with ADHD have approximately twice the incarceration
rate. On an economic level, in the United States alone, national annual incremental cost of ADHD ranged from $143 billion to
$266 billion.



Although there is no single medical, physical, or genetic test for ADHD, qualified mental health care professionals
and physicians are able to provide a diagnostic evaluation after gathering information from multiple sources including ADHD
symptom checklists, standardized behavior rating scales, detailed histories of past and current functioning, and information
obtained from close family members or significant others. Some practitioners will also conduct tests of cognitive ability and
academic achievement in order to rule out a possible learning disability.

Stimulants are the most commonly prescribed class of medications for ADHD, accounting for approximately 88% of
all ADHD medication prescriptions. Stimulants are Schedule II controlled substances and are believed to work by enhancing
the effects of dopamine and norepinephrine neurotransmitters in the brain. Approximately 82 million stimulant prescriptions
were written during the twelve months ended November 2023. In contrast, non-stimulant medications are typically deployed
as second line or adjunctive therapies and account for 12% of all ADHD medication prescriptions. Currently, the ADHD market
is dominated by four main stimulant medications: Vyvanse®, Adderall® XR, Concerta®, and Focalin® XR. These products
were approved and became available between 2000 and 2007 and were believed to revolutionize the ADHD treatment paradigm
by finally providing a solution to avoid the late morning second dose of stimulant medication then required by ADHD patients.

$23 Billion US ADHD Market Dominated by Stimulants

Source: Symphony Data;

12-months ending Nov 2023
93 Million Prescriptions per Year

Stimulants 88% of US Market

50% Methylphenidates 50% Amphetamines
* Ritalin® / LA " Vyvanse®
* Concerta® * Addercll® / XR
* Focolin® / XR * Dexedrine®
* CTx-1301 (d-MPH * CTx-1302 (d-AMP) Non-Stimulants: 12%
* Atomoxetine
* Guanfacine
* Clonidine
* Viloxazine

Unfortunately, as designed, all four of the mostly commonly prescribed stimulant drugs deliver all the drug substance
during the morning hours. As a result, most patients still require additional medication to cover the remainder of their active
day. Currently, 60% of ADHD patients require an afternoon ‘booster/recovery’ dose due to lack of duration, slow onset of
efficacy, and the crash or rebound effects in the early afternoon. Additionally, their PK-PD release profiles are such that they
leave patients significantly impaired by crash and rebound effects even while on therapy.

Patients and practitioners report, that an ideal ADHD stimulant medication would provide all of the following
characteristics: entire active day duration; immediate onset of action (within 30 minutes); ability to minimize or avoid crash /
rebound effects associated with rapid decline in medication blood levels; and elimination of the need for short-acting stimulant
booster/recovery doses.



ADHD Market Currently Dominated by 4 Stimulant Products
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ADHD Market Leaders Do Not Provide “Built-In Booster”
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The chart above is based upon the Package Inserts and Summary Basis of Approvals for the approved products.

In recent years, the FDA has approved additional stimulant medications that were designed to meet some of the
remaining unmet needs. Chewables, liquids and oral disintegrating tablets have come to market as has one product with an
evening dosing schedule intended to provide early morning onset. None of these products have been able to meet all of the
unmet needs of ADHD patients and prescribers and consequently all have failed to gain traction as first-line agents.
Furthermore, these recent stimulant medications, based on their market share, appear to offer little advantage over widely
available generic products for healthcare practitioners and their patients. They have proven to be niche remedies occupying a
combined 2.0% of the total ADHD prescriptions written in the United States in 2020. Thus, there is an unmet need for a true
once-daily dose providing a fast onset of action, minimization or elimination of the crash/rebound, elimination of the
booster/recovery dose, and most importantly, providing entire ‘active-day’ efficacy.



Recent Launches Lack Meaningful Clinical Innovation
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The chart above is based upon the Package Inserts and Summary Basis of Approvals for the approved products.
Our Solution: Our Proprietary Precision Timed Release Drug Delivery Platform Technology

We are developing medications capable of achieving true once-daily dosing using our internally developed PTR drug
delivery platform technology. Our CTx-1301, CTx-1302 and CTx-2103 drug candidates contain three releases of active
pharmaceutical ingredient combined into one small tablet dosage form (smaller than many comparable single dose ADHD
products). Each release of API is separated with a proprietary EBL, a functional excipient that is designed to gradually erode
throughout the day to provide controlled drug release at specific time intervals, allowing for a favorable target efficacious
period.

Hllustration of Our PTR Platform Film-Coated Tablet

Immediate Film Coat
Release
) Erosion
Third Barrier
Release Layers
Second
Release
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Size Comparison of CTx-1301 Tablet versus Common ADHD and Other Medications

Triple Release
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We believe our PTR technology affords our drug candidates the following advantages over currently available ADHD
treatments:

Fast Onset. Many currently available therapies often take up to 60 minutes or longer to start working and thus can
leave patients with long gaps between dosing and onset. In an effort to minimize this onset gap, patients will often
wake up early to take their medication and attempt to go back to sleep until the medication takes effect. We have
designed our drug candidates to be fast-acting so they can be taken in the morning when the patient starts their day,
not predawn while they wait for onset.

Elimination of Need For Additional Stimulant Boosters. With entire active-day coverage, we believe our technology
will eliminate the need for patients to take afternoon booster doses when their currently prescribed therapies wear off.
By eliminating the need for a booster dose, we believe our candidates will cause less embarrassment for patients,
especially child and adolescent patients who are often forced to take a second dose while at school surrounded by
classmates and increase patient compliance especially in the ADHD population where patients are prone to forget to
take the additional dose they need to get through their active day.

Lower Abuse Potential. We believe our fast onset and entire active-day solution for ADHD patients, if approved, will
lower the incidence of short-acting stimulant drug abuse and diversion. We believe by eliminating the need for the
short-acting stimulant booster dose, the potential for illicit sales and recreational use that often comes as a result of
patients carrying short-acting Schedule II controlled substances to school or work for afternoon dosing will decrease.

Elimination Crash and Rebound Symptoms. Patients on currently available therapies may report adverse effects or
a flare of ADHD symptoms as their medications wear off; these effects are termed “crash” and “rebound.” Using our
precise timing, ratio, and style of drug delivery, we believe our candidates provide a controlled descent of blood levels,
eliminating this uncomfortable experience for patients.

Lower Cost. By providing entire active-day efficacy, our drug candidates eliminate the need for doctors to prescribe
more than one medication lowering the overall cost of the condition to individual patients and within the healthcare
system at large. Furthermore, generic medications in the stimulant ADHD category are not tremendously less
expensive as they are in other categories of non-controlled medications. Generic stimulant medications cost anywhere
from 55%-90% of the cost of their brand counterparts. We believe, if approved, our drug candidates will offer a much
more cost-effective solution to patients.
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Significantly Improved Tolerability. Because of the PK and PD profile of our drug, we believe patients will experience
fewer treatment related adverse events associated with existing stimulant therapies including insomnia, appetite
suppression, and feelings of extreme restlessness, dysphoria, irritability, fatigue, and flattening of affect.

Availability in Eight Dosage Strengths at Launch and Single-Enantiomer API Selection. Our CTx-1301 and CTx-
1302 product candidates are both round film-coated tablets that we intend to provide in eight matching dosage
strengths. We believe providing practitioners with the ability to properly titrate and optimize their patients’ daily
dosing needs is critical. By having eight dosage strengths at launch, practitioners will not have to constantly switch
their patients to other medications or supplement patients with more short-acting booster medications. In addition, we
believe that eight dosage strengths will allow healthcare practitioners to appropriately treat the range of patients in
their practice, from early childhood through adulthood. Medications that have launched with three dosage strengths
are often ignored or avoided until at least six or seven strengths are available. Both CTx-1301 and CTx-1302 contain
APIs that are Schedule II controlled substances. The APIs of both product candidates utilize just one of the multiple
enantiomers, which may result in improvements in potency, adverse events (Aes), and drug interactions profiles along
with an enhanced therapeutic index.

Our Lead Candidate CTx-1301: Dexmethylphenidate for the Treatment of ADHD in 6 Years and Older

We believe our most advanced drug product candidate, CTx-1301, will be the first true once-daily dexmethylphenidate
tablet for the treatment of ADHD, providing onset-of-action within 30 minutes and entire ‘active-day’ efficacy. CTx-1301 is a
trimodal extended-release tablet, based on tablet-in-tablet technology, which provides three distinguishing releases of

dexmethylphenidate hydrochloride at precise times, ratio, and modality of release. Our CTx-1301 release profile is as follows:

Release #1: An initial immediate-release, or IR, dose providing 35% of the total daily dose beginning within five to
six minutes after administration and designed to achieve therapeutic efficacy within 30 minutes; and

Release #2: Three hours after the administration of the dosage form, the first delayed, sustained release (DR 1) provides
45% of the total daily dose released over 90 minutes; and

Release #3: Seven hours after the administration of the dosage form, a second delayed, immediate release (DR2, the
built-in-booster) provides 20% of the total daily dose released over approximately 30 minutes.

Release Comparison of CTx-1301 versus Focalin XR (Reference Listed Drug)
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Our proprietary, trimodal release profile is engineered to provide patients with a rapid onset of relief from symptoms
and to maintain that relief throughout the entire active day. Further, we believe CTx-1301 will continue to demonstrate a more
favorable tolerability profile that results from this specialized three-release design and unique 35%-45%-20% release profile,
compared to the currently available 50%-50% or 33%-33%-33% release profile that would be produced if a patient were to
take three individual doses of dexmethylphenidate in the same milligram strengths. CTx-1301 delivers a release profile that
cannot be replicated with commercially available (branded or generic) short and long-acting formulations and was precisely
engineered and designed to meet the specific needs of ADHD patients and providers.
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We expect CTx-1301 film-coated tablets to be available in eight dosage strengths ranging from 6.25mg to 50mg of
dexmethylphenidate. All excipients are compendial and/or non-novel, well established for use in oral formulations, and are
present in the drug product at levels well below their maximum potencies listed in FDA’s inactive ingredient database (“IID”).

Our CTx-1301 Clinical Development Program

The proposed clinical program for CTx-1301 consists of two Phase 1/2 clinical pharmacology studies and our Phase
3 Mastery clinical efficacy and safety trials.

Our Phase 1/2 Bioavailability Trial Results

In October 2020, we announced positive results from a Phase 1/2 comparative bioavailability study in ADHD subjects,
under fasted conditions, and demonstrated similar bioavailability to our RLD, Focalin XR. Adjusted geometric mean ratios of
primary exposure parameters (Cmax, AUCo.int, and AUClqst) between CTx-1301 and Focalin XR were within the required 80%
to 125% range, both at the high and the low doses, demonstrating a bridge to the RLD as well as dose proportionality. There
were no unexpected adverse events, no serious adverse events, no deaths, and no other safety signals observed during this

study.
Key Findings

Bridged to Focalin® XR

e Confirmed similar bioavailability to Focalin XR and confirmation of our ability to utilize the 505(b)2 pathway
e Demonstrated dose proportionality, allowing us to avoid the need to evaluate all individual strengths in vivo

e Eliminated any requirement for nonclinical studies and ability to utilize existing safety from the Focalin XR label,
potentially resulting in a faster pathway to market

Demonstrated Plasma Levels versus Focalin® XR

e (CTx-1301 blood levels demonstrated the potential for a fast onset, active-day duration, and favorable tolerability.

e Performed as designed, with its precise 20% °built-in-booster’ 3rd delivery confirming that if approved, CTx-1301
would eliminate patients need for short-acting stimulants and avoid the potential for non-ideal blood levels that could

impact normal sleep and appetite

Demonstrated Controlled Descent of Plasma Levels versus Focalin® XR

e Precise 20% 3rd delivery stopped the mid-afternoon plummeting of blood levels, controlling the decline.

Demonstrated Significantly Lower Treatment Emergent Adverse Events

e Patients received 25% more medication via the PTR Platform in a precisely timed, unique ratio
e (CTx-1301 patients experienced a 28.6% reduction of TEAE’s related to study drug versus Focalin XR

Our comparative bioavailability data study versus Focalin XR is presented in Figure 1, Figure 2, and Figure 3
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Figure 1: Comparative Bioavailability Study of CTx-1301 versus Focalin XR in Adult ADHD subjects under Fasted Conditions
(low dose comparison)
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Figure 2: Comparative Bioavailability Study of CTx-1301 versus Focalin XR in Adult ADHD subjects under Fasted Conditions

(high dose)
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Figure 3: Comparative Bioavailability Study of CTx-1301 versus Focalin XR in individual Adult ADHD subjects under Fasted
Conditions (low and high dose)
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Our Additional Phase 1 Study

We completed a Phase 1 Food Effect study in October 2022. Primary endpoints demonstrated that CTx-1301 can be
taken with or without food.

Fast-Fed Study

° A Phase 1, open-label, randomized, single-dose, two-period, two-treatment (fed vs fasted), two-sequence, crossover
study in 23 healthy adult subjects, 18-50 years of age, to assess the effect of food on the absorption and bioavailability
of CTx-1301. The objectives of this study were to assess the effect of food on the rate and extent of absorption and the
overall bioavailability of a single dose of CTx-1301. Secondary objectives were to provide pharmacokinetic data on
blood plasma levels of CTx-1301 in both a fasted and fed state, and to evaluate the safety of a single dose of CTx-
1301 25 mg tablet. Exploratory objectives were to further explore the characteristics of CTx-1301 25 mg tablet within
selected time intervals.

Our Phase 3 MASTERY Trials

A Phase 3 adult dose-optimization study to assess the efficacy and safety, along with onset and duration, of CTx-1301
in adults with ADHD was initiated in December 2022 and completed in June 2023. Results were presented at the 2023 Psych
Congress and will be presented at the 2024 American Professional Society of ADHD and Related Disorders (APSARD) in
January 2024. This Phase 3 CTx-1301study (NCT05631626) assessed efficacy and safety along with onset and duration of
CTx-1301 in 21 adults (age range: 18-55 years) with ADHD in an adult laboratory classroom setting. It did not achieve
statistical significance on the primary efficacy endpoint but CTx-1301 demonstrated a trend toward significance in improving
PERMP scores compared to placebo. CGI-S scores with CTx-1301 compared to placebo also showed significant improvements
that were indeed statistically significant for this secondary endpoint. The treatment effect size of CTx-1301 in this trial was
notable — starting at 30 minutes and demonstrated the ability of CTx-1301 to improve upon ADHD symptoms in patients over
an entire active day.

Key Findings

The PERMP is a skill-adjusted math test deployed in this Phase 3 study. The PERMP score is the sum of the number
of math problems attempted plus the number of math problems answered correctly in a 10-minute session. The scores range
from 0-800 with higher scores indicating better performance.
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PERMP Score Difference from Baseline

GCTRRNT et T) o P et

-
- -@ »
A
.
= w2
E “a
.
= 2
N &

BENTES s PEURE BEAE e TIMOURE NS TS W LS

CTx-1301 PERMP Effect Size

[ & Meto- Analyss conducted by Faracne and Glatt (Clin Piych 756 |
rm | June 20101 wving 11 published studdies with long-acting stimulants
m adults demonstrated the Averoge Effect Siae to be 0.73
(opprosimaote rooge 0.5 10 0.9).7

w iw
5 (Tx HOI Avu age Ei'(-cl Sm- 1 7‘)
@ =t -5
8 208
e
-
s
$
x 1.
-
a.
s
Aversge ffect
Size
L
o

ST ARLL e ALLLES ) 14 HOES

. p-value (30 min- 16 hour): 0.089 '
Data on Me. 1307922 NCTOSS1628, * Farsone ot al. ) Chn Pych 2090:710) 754-782

The CGI-S is a single-item scale that measures the severity of psychopathology from 1-7 and was measured during
this Phase 3 study in adults.

CGI-S Baseline, Post RPCP
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* RPCP: Randomized Double-Blind Placebo Controlled Period
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The AISRS, or ADHD Rating Scale is an 18-item scale based on Diagnostic and Statistical Manual of Mental

Disorders, 5th edition (DSM-5) (American Psychiatric Association 2013) which evaluates the criteria of ADHD and rates
symptoms on a 4-point scale and was also measured in this adult study. Each item is scored using a combination of severity
and frequency ratings from zero (reflecting no symptoms or a frequency of never or rarely) to three (reflecting severe symptoms
or a frequency of very often), so that the total AISRS-5 scores range from zero to 54.

AISRS Bascline, Dose Optimization, Post-Placebo adjusted period
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These Phase 3 CTx-1301 diagnostic tools and ADHD evaluations including the AISRS-5, the CGI-S, and the PERMP

are commonly used as study endpoints in support of an NDA filing.

Our Phase 3 CTx-1301 clinical safety and efficacy studies also include two child and adolescent studies which were

initiated in the third quarter of 2023:

A Phase 3, dose-optimized, randomized, double-blind, placebo-controlled, single-center, parallel-group efficacy and
safety laboratory classroom study in children (6-12) with ADHD. The primary objective is to evaluate the efficacy of
CTx-1301 compared to placebo in treating children with ADHD in a laboratory classroom study using the PERMP.
Secondary objectives are to determine onset and duration of clinical effect of CTx-1301 and to determine safety and
tolerability of CTx-1301 compared to placebo.

A Phase 3, randomized, double-blind, placebo-controlled, multi-center, fixed-dose, parallel-group, efficacy and safety
study in children and adolescent (6-17 y/o) with ADHD. The primary objective is to evaluate the efficacy of a fixed
dose of CTx-1301 compared to placebo using the ADHD-RS-5. Secondary objectives are to evaluate the efficacy of
a fixed dose of CTx-1301 compared to placebo using the CGI-S, safety and tolerability of a fixed dose of CTx-1301,
and PK levels after a single dose and at steady state.

Exploratory objectives will be evaluated in the adult dose-optimization study to define and evaluate the unique benefits
and satisfaction of optimized treatment with CTx-1301 against prior therapies using patient reported outcomes
(“PROs”). The PRO evaluation will include:

e Subjects required use of “booster” doses for entire active-day efficacy, avoidance of wear-off effect,
crash/rebound, and abuse/diversion of short-acting stimulants.

e Compare overall treatment satisfaction of prior therapies versus CTx-1301.

e Compare adverse events of prior therapies versus CTx-1301.

e Evaluate importance of a true, once-daily treatment for ADHD.

e Evaluate the incidence of abuse and/or diversion of short-acting booster doses.

e Evaluate important differentiators for patients requiring ADHD treatment by providing a complete solution

with entire active-day efficacy, fast onset of action, avoiding crash/rebound, and eliminating the required
short-acting stimulant booster/recovery dose.
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These exploratory measures will not only provide critical information for clinicians but also provide important data to
payers and market access teams.

Based on guidance received from the FDA regarding our clinical program for CTx-1301, we stopped enrollment in
these two studies. All enrolled patients in these studies can complete the study and data will be reported as directed by the
FDA. Additionally, based on this guidance, we expect to submit the NDA for CTx-1301 in the first half of 2025 under the
Section 505(b)(2) pathway with Focalin® XR as the reference listed drug, using its efficacy and safety data on file with the
FDA as a basis for approval, together with bioavailability/bioequivalence data and efficacy/safety data from our CTx-1301
clinical program. If we receive FDA approval for CTx-1301, we may conduct Phase 4 trials.

CTx-1302: Dextroamphetamine for the treatment of ADHD in 6 years and older

We believe our drug product candidate CTx-1302, will be the first true once-daily dextroamphetamine tablet for the
treatment of ADHD, providing onset-of-action within 30 minutes and efficacy for the entire active day. CTx-1302 is a trimodal
extended-release tablet, based on tablet-in-tablet technology, that provides three releases of dextroamphetamine at precise
times, ratio, and modality of release. Our CTx-1302 release profile is as follows:

e Release #1: An initial immediate-release, or IR, dose providing 45% of the total daily dose begins within five to six
minutes after administration is designed to achieve therapeutic efficacy within 30 minutes; and

e Release #2: Three hours after the administration of the dosage from, the DR1 provides 35% of the total daily dose
released over 90 minutes; and

e Release #3: Seven hours after the administration of the dosage form, a DR2, the built-in-booster provides 20% of the
total daily dose released over approximately 30 minutes.

We expect CTx-1302 tablets will be available in eight dosage strengths ranging from 6.25mg to 50mg of
dextroamphetamine. All excipients are compendial and/or non-novel, well established for use in oral formulations, and are
present in the drug product at levels well below their maximum potencies listed in FDA’s 1ID.

Our CTx-1302 Clinical Development Program

Our proposed clinical program for CTx-1302 consists of Phase 1/2 clinical pharmacology studies and Phase 3 clinical
efficacy and safety trials. We plan to initiate a Phase 1/2 bioavailability study in ADHD patients for CTx-1302 in 2025 and, if
the results from this study are successful, subsequently initiate pivotal Phase 3 clinical trials, the branded ACCOMPLISH trials,
in late 2025 or early 2026; all dependent on capital resources. Our Phase 1/2 trials are expected to include approximately 100
patients and the Phase 3 clinical plan will include approximately 500 patients.

Our Planned Phase 1 Trials
Our proposed Phase 1 CTx-1302 clinical pharmacology studies include:

®  Phase 1/2 Comparative Bioavailability Study: To evaluate and compare the pharmacokinetic profile of CTx-1302 to
the RLD, Dexedrine Spansule in adults with ADHD (18+ y/o).

® Phase 1 Food Effect Study: To evaluate the pharmacokinetic profile of CTx-1302 under fed and fasted conditions in
adults (18+ y/o).

® Phase 1 Single-Dose, Fully-Replicate Crossover Study: To evaluate the intra-subject variability of the in vivo
pharmacokinetic profile of CTx-1302 to the RLD, Dexedrine Spansule in adults (18+ y/0).

Planned Phase 3 ACCOMPLISH Trials
® A Phase 3, fixed-dose, parallel-design, placebo-controlled, 5-week study in children and adolescent patients (6-17

y/0). The primary efficacy endpoint is the ADHD-RS-5. The Clinical Global Improvement Severity Scale (CGI-S)
will be evaluated as a secondary endpoint.
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® A Phase 3, analog workplace efficacy and safety study in adults (18+): The primary efficacy endpoint is the PERMP.
Time to onset and duration of effect will also be evaluated as key secondary endpoints.

o A long-term dose-optimization safety study will evaluate safety of the pediatric population (6-17 y/o) for six months.
This study will collect and monitor any adverse events that occur during the timeframe of the study.

Important exploratory endpoints included in the analog Phase 3 protocols will define and evaluate the unique benefits
and satisfaction of optimized treatment with CTx-1302 against prior therapies using PROs similar to those from the CTx-1301
Phase 3 plan.

We expect the 505(b)(2) NDA filing for CTx-1302 will use Dexedrine® Spansule® as a reference drug, using as a
basis for approval that drug’s efficacy and safety data on file at FDA, together with bioavailability/bioequivalence data and
efficacy/safety data from our CTx-1302 clinical program.

If a complete Phase 3 safety and efficacy studies package will be required for CTx-1302 we can expect that similar
diagnostic tools and ADHD evaluations including the ADHD-RS-5, the CGI-S, and the PERMP will be incorporated as in
CTx-1301. However, based on our current knowledge about the clinical program for CTx-1301, we may again approach the
FDA for their guidance on an alternate, more cost and time efficient approach for CTx-1302.

CTx-2103: Buspirone product candidate for the treatment of anxiety related disorders

We have embarked on a program to develop CTx-2103 (buspirone) for the treatment of anxiety, which is the most
common mental health concern in the United States We believe CTx-2103 has the potential to be the first once-daily
formulation of buspirone, one of the most widely prescribed agents in the anxiety market. CTx-2103 is a novel, extended-
release tablet that contains the active pharmaceutical ingredient buspirone hydrochloride, a non-benzodiazepine medication,
for which there is no evidence of the development or risk of dependency. However, due to its short half-life, buspirone is
prescribed to be taken several times a day for management of anxiety, which can be challenging for patients and may lead to
sub-optimal treatment outcomes. CTx-2103 will be designed as a once-daily, multi-dose tablet, which we believe will offer
clear differentiation and compelling advantages over currently available treatment options.

Our CTx-2103 Clinical Development Program

In June 2022, we completed a human formulation study for CTx-2103. The first human subject study of CTx-2103
was a single-center, open-label, four-arm crossover study in 10 healthy subjects. Each participant received four different doses
of buspirone at different assessment visits: one timed-release 10mg tablet releasing drug after a four-hour delay, one timed-
release 10mg tablet releasing drug after an eight-hour delay, one triple-pulse 10mg tablet releasing drug at zero, four and eight
hours, and one immediate release 10mg tablet of generic buspirone (the reference product, which is a commercially available
formulation).

The primary objective was to evaluate the absorption of buspirone and the presence of metabolite 1-
pyrimidinylpiperazine (1-PP) in blood plasma from time-delayed formulations and correlate this with scintigraphic time and
site of release data. Secondary objectives of the study will compare the pharmacokinetic performance of the time delayed
buspirone products with 