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Item 7.01	Regulation FD Disclosure

On December 11, 2024, CNS Pharmaceuticals, Inc. (the “Company”), will hold a virtual analyst and investor day meeting at which the presentation set forth in Exhibit 99.1 will be reviewed.

The information contained in Item 7.01 of this Current Report on Form 8-K is being furnished and shall not be “filed” for the purpose of the Securities Exchange Act of 1934, as amended (“Exchange Act”), nor shall it be incorporated by reference in any filing under the Exchange Act or the Securities Act of 1933, as amended (“Securities Act”), unless specifically identified therein as being incorporated by reference.

	Item 9.01.
	Financial Statements and Exhibits

	(d) Exhibits
	
	
	
	
	
	

	Exhibit No.
	
	
	Exhibit Description

	99.1
	
	
	Presentation dated December 11, 2024

	
	
	
	
	
	
	



104 Cover page Interactive Data File (embedded within the Inline XBRL document)
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Signature

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

CNS Pharmaceuticals, Inc.


By: /s/ Chris Downs
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Chris Downs

Chief Financial Officer

Dated: December 11, 2024
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[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]

[image: ]
image3.png




image4.jpeg
NASDAQ: CNSP
December 11, 2024

Virtual Analyst &
Investor Day




image5.jpeg
3% CNS Pharmaceuticals

Forward Looking Statements

This presentation incorporates information from materiasfiled with the SEC and contains
forward-looking statements. All statements contained herein other than statements of historical
fact, including statements regarding our future restts of operations and financial position, our
business strategy and plans, and our objectives or future operations, are forward-looking
statements. The words *believe;”“may. *will” *estimate; “continue *anticipate! *intend,"
“expect” and similar expressions are intended to identify forward looking statements. We have.
based these forward-looking statements largely on our current expectations and projections
‘about future events and trends that we believe may affect our financial condition, results of
operations, business strategy. short-term and long-term business operations and objectives,
and financial needs.

These forward-looking statements are subject to a number of risks, uncertainties and
‘assumptions, includingthose described in the *Risk Factors” section of most recent Form 10-K
s updated by any subsequent Form 10-Qfilings. It is not possible for our management to
predict allrisks, nor can we assess the impact of ll factors on our business or the extent to
which any factor, or combination of factors, may cause actual results to differ materially from
those contained i any forward-looking statements we may make. In light of these risks.
uncertainties and assumptions, the future events and trends discussed in this presentation may
not occur and actual results could differ materially and adversely from those anticipated or
implied in the forward lookingstatements.
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President & Chief Medical Officer Vice President,
Chief Executive Officer Clinical Operations
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Agenda

Openingand Introductions

CNS Pharma Overview

Glioblastoma Multiforme: The Patient Journey and Unmet Need

The Blood Brain Barrier and Overcoming This Significant Challenge
Berubicin: ANovel Anthracycline Designed to Cross the Blood Brain Barrier
Berubicin: Clinical Data and Path to Potential Approval

TPI 287: ANovel, Blood Brain Barrier Permeable Abeotaxane

CNS Pharma: Positioned for a Transformational 2025
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Prof. Michael Weller, MD

+ Dioctorf Dopartmont of Neurology Unvorsasspial, Zuih, Swizrand snco 2008

- Memberof Swiss Neurologcal Socety, German Sosityfor Neurology German Cancer
Sotiey, Eropean Acsosiaton fo Neuro-Oncolog. Sociely o Neuro-Cncology.
European Socety of Medical Oncology and Anerican Sociey ofClncal Oncology

« Memberof the Board, European Organistion o Fasearch and Teatment of Cacer

« Prsident, Suis Nouro-Oncology Socity

- Chatman of ths Dspartment f Genera Neurlogy a he University Hospita Tubingen,
Garmany, whera e had priously eceved s ecucaionincical nesrology

« Postdoctoral elowshipa the Depariment o Ciical Immunology Universiy Hosptal
Zurc,Switzsrland, oloes hars hadsntied th aceplortgeting a5 a petential.
realmont statogyor malgnant giomas.

+ Recciued several awardsnrecogilon of s contibuions 0 cancer research,
includinghe Gaman Cancer ward i 2007

Dt Weller was involv inmajor practce-changingcinical s nclucig the
regstratontiafor temeadlomidengicblastoma

+ Hasco-authored moro than 800 arignal publicatons i peo-vwod jaurals,
including Theew Exfond umal of odiine, Scienco, N, Neturo
Mo, Lancat Onsology FNAS, T umea of Clical Ivestigaion, nd The ural
ofClricalOncalogy

- Dt Wellerhas been a member of the ES40 Open Eforal Bcard since 2016 andwas
mermber of i ESHO Educational Commitee, 2012.2015. He has o boan amambr
GIESUO CNS TumorsFaculy Gioup since 2012 2
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Samuel Goldlust, MD

Board.cered nd ellowship-ained e oncologstwih S3nt Luke's Cancer
Specalists

Specialed aiing i neuro-oncologyand extensve experence eating atents
i primary and metastati rin tumors s el s the neurologca complcaions
ofcancer

Passionate about research and focusee n he desciopment o povel and more
efective raatmentsforgioblasloma and othr brainfumors,incudingoplions whee,
Standard chmotherapy fadtion and srgeryhave prove nefectve.

Campletad s reidancy raiingin erology ot New ork UnivrstyHospitals and
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Erin Dunbar, MD

« Founding pysiian of th Bai Tomor Centr nd Directr of Neuro-Oncalogy at.
Piodmont Alanta Hospita, edmont Allana, GA

+ S0 specializs i tho comprehensiv careof brainand sine umor patents who e
Bating b pimaryand metastati tumors
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John M. Climaco, Esq
President &
Chief Executive Officer

CNS Pharma Overview
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Lead Program: Berubicin, a Novel Anthracycline
-+ First drug ofts class to appearto cross the blood-brain barrier

+ Aclinical trial designed to be pivotal now fully enrolled

+ The primary analysis of datain the 14 half o 2025

+ Noevidence of cardiotoxicityin hundreds of patients

+ Developed at MD Anderson Cancer Center—Ranked #1 in Cancer Care inthe US

Pipeline Expansion with In-License of TPl 287

-+ Late-stage, novel, blood brain-barrier permeable taxane-derivative (abeotaxans)
fortreatment of brain malignancies

+ Studies in over 350 patients to dats, include clinical trials as monotherapyand
combination with bevacizumeb

- Orphan Designation for 7 years granting US marketing exclusivity

., - Fast Track Designation expeditingreview of data
SccNs
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AFocused and Targeted CNS Oncology Pipeline

Program

Phase 3

Berubicin

TPI 287

Glioblastoma
Multiforme (GBM)

Glioblastoma
Multiforme (GE)

Phase 1 Phase 2

Potentially Pivotal

+ Study fully enrolled
+ Primary analysis data

expected H12025

+ Rocently in-licensed
+ Plan to engage with reguiators to

dosign potential egistration
study.

10
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Proven Execution and Milestones
Berubicin Development Program

IiateaPotontally  PatontDosingin _Approa from Prai Tt Complationaf

ONaNDNS  puota GlobalSorabein  PolontallyPvotal  FanceECandCA  Expansinino Envolimentof Fianned

Desigration ToalforGeM | SwdyConmonce  (0OpenSies  FranceandSpain 2o Pationt Envoliment
o220 ane202t sonizz2 o202 st Osc 2023

Ao 2020 o weyze sp2t | sl 2022 sz ocamm na02s
D Aceapted Fost rack sopronirom sopoiom Envolimentof Successiul
forBorbicin Desigration SwotandBS  SnECanaCA  zoompatent intoim
andCAtoOpen ToOpen Sies soalyisiData

Stee

Next Steps H12025

siens B




image15.jpeg
Glioblastoma Multiforme:
The Patient Journey
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Glioblastoma Multiforme (GBM)

12 - 18 MONTHS
One of the most aggressive, Average Life Expectancy!
deadly and treatment-resistant
cancers that forms in the brain >50,000

New Cases in the 8 Major
Current standard of care Markets? Each Year*
ineffective in ~60% of patients
>151,000

Forecast of Annual New Cases in
the 8 Major Markets? by 2027*

Can affect cognition, mood,
behavior and organ function

~48%
Of All Primary Malignant Brain Tumors*

P T —
o (= e e U el R i e S 3
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GBM: Treatment

Treatment depends upon the stage of disease, which may include:

Chemotherapy
Common Drugs

H

Craniotomy-a surcal pocedurs bt Temozolomide Toaiment that uses xays and ol
inucies removingasecton of e sull ighenargyays o kil abnormalcels
toaccess thebrin, Thsbons s POV Procarbazie hysochioride.
replaced afer surgery Lomustne CONU)and

Vineristnesulate

Surgery

Nagneic e applis o heskul

Fesectionof brain tumor oretreve
Sampleofthe brain tumor Bevscaumab

srens
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GBM Current Standard of Care

Standard of Care US | Europe | Comments
Resection and Radiotherapy X First Line.
Temozolomide X First Line*

Tumor Treating Fields 5% First Line

Lomustine (CCNU) X SecondLine

PCV (Procarbazine, CCNU, Vincristine) X Second Line

Bevacizumab X Third Line

Clinical Trials 5% X First, Second and
Third Line.

“Europe does not usually administer any drugs after the primary diagnoss in patients with on
unmethylated MGMT promotor; the US usualy provides Temozolomide to allpatients

siens
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Sandra L Silberman, MD, PhD
Chief Medical Officer

The Blood Brain Barrier
and Overcoming This
Significant Challenge
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The Blood Brain Barrier (BBB)

Key Functions
* Protection:

« Blocks toxins, pathogens and potentially harmful molect
entering the brain by transporters that bind to these subst
and deliver them back to the bloodstream

« Selective Permeability:

« Allows essential nutrients like glucose and amino acids to
Wminn through while restricting larger or harmful molecules
sarporar (g * Maintaining Homeostasis:

* Ensures a controlled environment for proper neuronal functior

Drug Delivery to the Brain is Challenging Due to the BBB's Selective Nature,

e Limiting the Access and Effectiveness of Cancer Therapies in the Brain
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Strategies for Therapies to Gain Access through the

Liposomal Formulations
« Resemble the lipid bilayer of the endothelial cell membrane
+ Can circumvent mechanisms that transport drugs out of the brain and that confer resistance to tumor cells
Intratumoral/Intracerebral or Intrathecal Administration:
« Clinically established, useful to treat CNS disorders including brain tumors and seizures
« Intratumoral: Injections or infusions of drugs directly into the tumor —available at the time of surgery
+ Intrathecal: Injections into the CSF - inadequate for delivery to tissue or cellular targets
Viral Vectors:
* Neurotropic viruses,

., viruses that car

fect neural cells

« Invade either by the neural network and axonal transport (eg rabies virus or herpes simplex virus) or
invade the CNS from the bloodstream (retroviruses)

Ultrasound

* Ultrasound-mediated drug delivery - non-invasive using ultrasound to temporarily open the BBB and
deliver drugs into the brain

cNs




image22.jpeg
Berubicin: ANovel Anthracycline Designed to
Cross the Blood Brain Barrier

9 o Molecule derived from the structure of other anthracyclines

Structure
+ Discovered due to molecular modeling and structure-based rational design
through computational chemistry
« Chosen based on its ability to circumvent P-glycoprotein and MRP1 (Mu
Drug Resistance Protein), which are part of the mechanisms that transport
drugs out of resistant cells, as well as the normal brain due to the BBS

Activity:
« The mechanism of action is comparable to other anthracyclines; poisoning
Topoisomerase Il and disrupting DNA repair
« Berubicin is more potent than Doxorubicin in cellular assays
* Levels of Berubicin are higher in multidrug-resistant cells
« Berubicin increases the survival of mice with orthotopic gliomas.

19
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Berubicin Increases Survival in Mouse Glioma Model

Tumors in the natural setting require compounds to cross the BBBto be effective

+ Nude mice (nu/nu) were seeded with U-87
MG cells by direct intracerebral injection

+ Implanted mice were treated with two doses.
of Berubicin by intraperitoneal (i.p.)injection

at 10mg/kg on Day 1 and 5 mg/kgon Day 10

87 MG tumor-bearing mice treated with
Berubicin showed a 3% ncrease in survival
relative to placebo-treated control animals

cNs
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Sandra L Silberman, MD, PhD
Chief Medical Officer

Berubicin:
First-In-Human Trial
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cin: First-In-Human Trial Design

3 5 with recurrent or refractory glioblastoma 29 were GBM,
multiforme (GBM) or other primary brain cancers 4AOand 2 AA

Sutjects

DOSE PRIORTHERAPIES

Intravenous berubicin over 2 hours for 3 The median number of prior therapies
consecutive days (one course) every 21 days [ll was (5)five

Doses were escalated using an accelerated 71% of the patients had received at least four
titration design and ranged from 1.2t09.6 prior therapies, including any combination of
mg/m?/day chemoth

2
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ase 1 Dose-Finding and PK Study.

Complete Response at 6-Month Post Treatment*
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Berubicin:
Clinical Data Generated to Date
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Established Clinical Global
Infrastructure and Network

Zena Muzyczenko
Vice President,
Clinical Operations

e
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Clinical Development Infrastructure Optimized
for Brain Cancer Drug Development

siens

Deliberate establishment of a global,
CNSfocused network

Commitment to workin this disease
Deep understanding of the
landscape of clinical trials in GBM

Program Development
Infrastructure & Efficiencies

Seamless transition to our next asset
Built to last
Set up for success

2
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Berubicin:
Designed-to-Be-Pivotal
Clinical Trial and Path to
Potential Approval

Sandra L Silberman, MD, PhD
Chief Medical Officer
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Announced Independent Data Safety
Monitoring Board (DSMB)
Recommendation on 12/18/23
Continuation of Clinical Trial of Berubicin
Without Modification

Fully Enrolled

Subjects
e
sevmon e
168 susjects 84 subjects.
imosinme e
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Interim Analysis and Rationale

Independent Data Safety Monitoring Board (DSMB)
« Subject matter experts (oncologists, statistician)
* Independently oversaw and monitored the clinical trial

« Ensured the safety of the patients and the integrity of the data collected

DSMB made informed decisions about continuing, modifying or stopping the trial
based on the accumulating safety and efficacy data

Planned interim analysis to reject futility of investigational drug
* 07Dec2023 DSMB review of the interim safety and efficacy data
Concluded that CNS201 should be * Continued as planned (without modification)”
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Next Major Milestone

Primary Analysis Planned H1 2025

[

v Study
enroliment
complete

srens

| J

Patients on treatment Meetingwith FDAto discuss
and in survival follow-up the program based on the
continue unchanged primary analysis

1

Potential
approval
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Berubicin:
Potentially Pivotal Clinical Trial

n -

Prt Nichael Wl MD. ‘Samusl Godlust, D





image35.jpeg
Sandra L Silberman, MD, PhD
Chief Medical Officer

TPl 287

Late Stage, Novel Blood
Brain Barrier Permeable
Abeotaxane for Treatment of
Brain Malignancies

32




image36.jpeg
TPI 287: ANovel Taxane Derivative

* Taxanes

+ Aclass of chemotherapy that binds to microtubules and prevents
them from breaking down normally, which stops cancer cels from
dividing

* Asubstrate for P-glycoprotein (Pgp), which is upregulated in cells.
that become taxane-resistant, and is part of the BBB

- TP1287

+ Aderivative of taxane (abeotaxane) that is not a substrate for Pgp
ss the BBB

cNs
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Readily Penetrates the Blood Brain Barrier in Animal Models

e e | e ~ 64x greater concentration in brain vs
plasma 4 days after single dose In mouse.
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Clinical Trials with TPI 287

Evaluated in multiple Phase 1
and Phase 2 studies

Fast Track
Designation

S%ENs

Engaging with regulators to
advance into registrational study

with 7 years market
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Phase 1 trial of TP 287, a
microtubule stabilizing
agent, in combination with
bevacizumab in adults with
recurrent glioblastoma

Samuel Goldlust, MD
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TPI 287 in Combination with Bevacizumab for the
Treatment of Recurrent Glioblastoma

Progression-Free Survival Overall Survival

Median PFS; 5.5 mo 95% C1.41,8.2)
month PFS: 0% Median 05: 13.4 mo [95% C1. 109, 17.9]
12 month 051 64%
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Improved GBM Survival in Combination with Bevacizumab
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TPI 287:
Late Stage, Novel Blood Brain Barrier Permeable
Abeotaxane for Treatment of Brain Malignancies
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John M. Climaco, Esq
President &
Chief Executive Officer

CNS Pharma
Positioned for a
Transformational 2025
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Commercial Planning

Commercial Strategy Under Development

Key Appointment of Amy Mahery to Board of Directors
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2025 Milestones

Contract with ey
Berubicin Primary Pediatric Pre-Clinical Tansfer of Vendors to Launch
‘Analysis H1 2025 ‘Studios with Barubicin TPI 267 INDs TP 267 Study
o a . . . . ® &
Pro-Clinical Studies. Meatings with FDAto Final Protocol for TP 267 Sito
with Berubicin Review Strategies for TPI 267 Study Identification

Borubicin and TP1 287
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