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Pharmacokinetics: CTx-1301 vs Focalin XR

Adverse Event Rates: CTx-1301 vs Focalin XR

(*PERMP: Permanent Product Measure of Performance. AISRS: Adult ADHD Investigator Symptom Rating Scale.  CGI: Clinical Global Impressions Scale.  MINI: Mini International Neuropsychiatric. Interview), CTx-1301 has not been approved and is in clinical development.  Poster Presented at National Medical Association Annual Meeting

July 21-23, 2025.

CTx-1301 PERMP Effect Size over Entire Active Day

ADHD Entire Active Day: CTx-1301 DELIVERY SYSTEM, PTRTM TODAYS CURRENT MARKET

Addressing Unmet Need

CTx-1301 is Cingulate Therapeutics’ once-daily, tri-modal extended-release formulation of 

dexmethylphenidate, developed using its proprietary Precision-Timed Release  (PTR ) technology. 

The formulation is engineered to release the active ingredient in three distinct phases: an immediate-

release (IR) layer that provides rapid onset within 30 minutes, a delayed-release (DR) pulse that 

activates during mid-morning to maintain therapeutic levels during peak activity hours, and 

an extended-release (XR) phase designed to sustain drug exposure into the late afternoon and early 

evening. This targeted delivery is achieved through pH-sensitive coatings and controlled polymer 

layers, allowing precise timing of each release independent of food or gastric emptying. The result is a 

consistent trimodal delivery from a single dose, designed to improve adherence, symptom control, 

and patient convenience.

1) Barkley et al., 2015; NIMH ;2) Bussing et al., J Atten Disord, 2012 3) Morgan et al., Pediatrics, 2016 4) Coker et al., J Dev Behav Pediatr, 2016 5) U.S. Department of Education Office for Civil Rights, 2018.  6) ODD: Opposition Defiance Disorder; CD: Conduct Disorder

ADHD UNMET NEEDS

Burden and Issues1-5

Estimated annual incremental costs of ADHD $143 to $266 billion in the United States

>40% higher rate of car accidents

2x greater divorce rate

2x greater incidence of accidental death

2x higher incarceration rate

Underdiagnosed: Black Children are 40% Less Likely to be diagnosed with ADHD

Misdiagnosed: Black Children are More Likely to be diagnosed with ODD and CD6

Cultural Stigma and Systemic Bias: 2 x More likely to be suspended for behaviors consistent with 
ADHD compared to white students. 

Implicit Bias: Educators and Health Care Providers are the drivers of underdiagnosis and punitive 
discipline.  

Disparate treatment: 66% of white children vs 35% of black children receive medication.

Treatment discontinuation: 40%-60% of children continue treatment of ADHD into adolescence.

22 Million US ADHD Patients

12 Million Adults & 10 Million Children/Adolescents

28.6% Reduction TEAE’s related to CTx-1301 versus Focalin XR (14.3% difference)

Source: CSR CTx-1301-001 Listing 16.2.7.1

Presented at The American Professional Society of ADHD and related Disorders (APSARD), 15-17 January 2021

Source: CSR CTx-1301-001 Listing 16.2.7.1

Presented at The American Professional Society of ADHD and related Disorders 

(APSARD), 15-17 January 2021

SOCIETAL IMPACT OF ADHD

* Entire-active day efficacy defined as less than or equal to a 30 min onset of action with true 12 hours of duration vs. baseline
1 Information based upon product Package Inserts, and Summary Basis of Approvals for the approved products in chart and Ann C. Childress, Nathalie Beltran, Carl Supnet & Margaret D.  Weiss (2021) Reviewing the role of 
emerging therapies in the ADHD armamentarium, Expert Opinion on Emerging Drugs, 26:1,1-16.
2 Outside the Box: Rethinking ADD/ADHD in Children and Adults A Practical Guide; First Edition, p. 185  Thomas E. Brown, PhD
3  Symphony Data. 12-months rolling through Sept 2023

Brams M1, Higgins N2, Silva R1, Schaffer S1, Cattaneo M1

1Cingulate Therapeutics LLC, Kansas City, KS  2National Medical Association, Silver Spring, MD

6.25-mg   12.5-mg   18.75-mg   25-mg    31.25-mg  37.5-mg   43.75-mg   50-mg
Source: CSR CTx-1301-022

Presented at American Professional Society for ADHD and Related Disorders, January 20, 2024.
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