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LEGAL DISCLAIMERS
CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

Some of the statements in this presentation constitute forward-looking statements. Forward looking statements relate to expectations, beliefs, projections, future plans and 
strategies, anticipated events or trends and similar matters that are not historical facts. In some cases, you can identify forward-looking statements by terms such as 
“anticipate”, “believe,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “potential,” “should,” “will” and “would” or the negatives of these terms or other comparable 
terminology. You should not place undue reliance on forward looking statements. The cautionary statements set forth in this Memorandum, including in “Risk Factors” and 
elsewhere, identify important factors which you should consider in evaluating our forward-looking statements. These factors include, among other things: (a) our ability to 
effectively execute our business plan, including our ability to develop our products and obtain regulatory approvals, (b) our ability to manage our expansion, growth and 
operating expenses, (c) our ability to evaluate and measure our business, prospects and performance metrics, (d) our ability to compete and succeed in a highly competitive 
and evolving industry, (e) our ability to respond and adapt to changes in technology and customer behavior, (f) our ability to protect our intellectual property and to develop, 
maintain and enhance a strong brand, (g) we expect to incur losses for the foreseeable future and may need additional funding in the future, (g) the market opportunities for 
our lead product, or future product candidates may not be viable or smaller than projected, (h) we may not be able to protect our intellectual property rights domestically or 
throughout the world, (i) we may be unable to advance ALPHA-1062IN through clinical trials, obtain regulatory approval and ultimately commercialize ALPHA-1062IN for 
Traumatic Brain Injury (“TBI”), (j) we may encounter substantial delays in our clinical trials, or we may fail to demonstrate safety and efficacy to the satisfaction of applicable 
regulatory authorities, (k) delays in obtaining regulatory approvals of the process and facilities needed to manufacture ALPHA-1062IN for TBI or any of our other product 
candidates or disruptions in our manufacturing process may delay or disrupt our product development and commercialization efforts, (l) we will need to utilize third parties to 
conduct our product manufacturing. Therefore, we are subject to the risk that we may not be able to enter into agreements with third parties and these third parties may not 
perform satisfactorily, (m) government price controls or other changes in pricing regulation could restrict the amount that we are able to charge for ALPHA-1062IN for TBI, if 
approved, or any of our other product candidates that may be approved in the future, which would adversely affect our revenue and results of operations, (n) if we are not 
successful in discovering, developing and commercializing additional product candidates, our ability to expand our business and achieve our strategic objectives may be 
impaired, (o) if we are unable to manage expected growth in the scale and complexity of our operations, our performance may suffer, (p) our future success depends on our 
ability to retain key employees and scientific advisors and to attract, retain and motivate qualified personnel, (q) 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 the success of our business. Although the 
forward-looking statements in this presentation are based on our beliefs, assumptions and expectations, taking into account all information currently available to us, we 
cannot guarantee future transactions, results, performance, achievements or outcomes. No assurance can be made to any investor by anyone that the expectations reflected 
in our forward-looking statements will be attained, or that deviations from them will not be material and adverse. We undertake no obligation, other than as may be required 
by law, to re-issue this presentation or otherwise make public statements updating our forward-looking statements.

CONFIDENTIALITY

By accepting this presentation, you acknowledge and agree that all of the information contained herein is of a confidential nature and that this presentation has been 
furnished to you for the sole purpose of enabling you to consider and evaluate an investment in the Company’s securities. You agree that you will treat such information in a 
confidential manner, will not use such information for any purpose other than evaluating an investment in the securities and will not, directly or indirectly, disclose or permit 
your agents, representatives or affiliates to disclose any of such information without the prior written consent of the Company. You also agree to make your agents, affiliates 
and representatives aware of the confidential nature of the information contained herein and the terms of this section including your agreement to not disclose such 
information, and to be responsible for any disclosure or other improper use of such information by such agents, affiliates or representatives. Likewise, without the prior 
written consent of the Company, you agree that you will not, directly or indirectly, make any statements, public announcements or other release or provision of information 
in any form to any trade publication, to the press or to any other person or entity whose primary business is or includes the publication or dissemination of information 
related to the subject matter of this presentation.  



THE SECURITIES BEING OFFERED ARE SPECULATIVE, INVOLVE A HIGH DEGREE OF RISK AND SHOULD NOT BE PURCHASED BY ANYONE WHO CANNOT AFFORD THE LOSS OF 
THEIR ENTIRE INVESTMENT. 

NONE OF THE SECURITIES HAVE BEEN REGISTERED WITH OR APPROVED BY THE UNITED STATES SECURITIES AND EXCHANGE COMMISSION (THE “COMMISSION”) OR ANY 
STATE SECURITIES COMMISSION, NOR HAS THE COMMISSION OR ANY STATE AUTHORITY PASSED ON THE ACCURACY OR ADEQUACY OF THIS PRESENTATION. ANY 
REPRESENTATION TO THE CONTRARY IS A CRIMINAL OFFENSE. THIS PRESENTATION DOES NOT CONSTITUTE AN OFFER IN ANY JURISDICTION IN WHICH AN OFFER IS NOT 
AUTHORIZED. 

INVESTORS ARE UNDER NO OBLIGATION TO PARTICIPATE IN THE OFFERING. THE SECURITIES TO BE OFFERED AND SOLD R HAVE NOT BEEN REGISTERED UNDER THE 
SECURITIES ACT OF 1933, AS AMENDED (THE “SECURITIES ACT”), OR ANY STATE SECURITIES ACT. THE SECURITIES ARE BEING OFFERED AND SOLD IN RELIANCE ON 
EXEMPTIONS FROM THE REGISTRATION REQUIREMENTS OF SUCH ACTS. THE SECURITIES ARE BEING OFFERED AND SOLD ONLY TO BONA FIDE RESIDENTS OF STATES IN 
WHICH SUCH EXEMPTION IS AVAILABLE, WHO CAN MEET CERTAIN REQUIREMENTS, INCLUDING NET WORTH AND INCOME REQUIREMENTS, AND WHO PURCHASE THE 
SHARES WITHOUT A VIEW TO DISTRIBUTION OR RESALE. 

IN DECIDING WHETHER TO PURCHASE SECURITIES, EACH INVESTOR MUST CONDUCT AND RELY ON ITS OWN EVALUATION OF THE COMPANY AND THE TERMS OF THE 
OFFERING, INCLUDING THE MERITS AND RISKS INVOLVED IN MAKING AN INVESTMENT DECISION WITH RESPECT TO THE SHARES. PROSPECTIVE INVESTORS SHOULD NOT 
CONSTRUE THE CONTENTS OF THIS PRESENTATION OR ANY PRIOR OR SUBSEQUENT COMMUNICATIONS FROM THE COMPANY, OR ANY PROFESSIONAL ASSOCIATED WITH 
THE OFFERING, AS LEGAL OR TAX ADVICE. THE OFFEREE AUTHORIZED TO RECEIVE THIS PRESENTATION SHOULD CONSULT ITS OWN TAX COUNSEL, ACCOUNTANT OR 
BUSINESS ADVISOR, RESPECTIVELY, AS TO LEGAL, TAX AND RELATED MATTERS CONCERNING ITS PURCHASE OF THE SECURITIES.

EXCEPT AS OTHERWISE INDICATED, THIS PRESENTATION SPEAKS AS OF THE DATE HEREOF. NEITHER THE DELIVERY OF THIS PRESENTATION NOR ANY SALE MADE 
HEREUNDER SHALL, UNDER ANY CIRCUMSTANCES, CREATE ANY IMPLICATION THAT THERE HAS BEEN NO CHANGE IN THE AFFAIRS OF THE COMPANY AFTER THE DATE 
HEREOF. THE COMPANY MAKES NO WARRANTY TO UPDATE THIS PRESENTATION. WE WILL MAKE AVAILABLE TO ANY PROSPECTIVE INVESTOR, PRIOR TO EACH CLOSING, 
THE OPPORTUNITY TO ASK QUESTIONS OF AND TO RECEIVE ANSWERS FROM OUR REPRESENTATIVES CONCERNING US AND THE TERMS AND CONDITIONS OF THE 
OFFERING AND TO OBTAIN ANY ADDITIONAL RELEVANT INFORMATION TO THE EXTENT WE POSSESS SUCH INFORMATION OR CAN OBTAIN IT WITHOUT UNREASONABLE 
EFFORT OR EXPENSE. 

THIS PRESENTATION DOES NOT CONSTITUTE AN OFFER TO SELL OR SOLICITATION OF AN OFFER TO BUY ANY SECURITIES, NOR DOES IT CONSTITUTE AN OFFER TO SELL OR A 
SOLICITATION OF AN OFFER TO BUY FROM ANY PERSON IN ANY JURISDICTION IN WHICH IT IS UNLAWFUL TO MAKE SUCH OFFER OR SOLICITATION. NEITHER THE DELIVERY 
OF THIS PRESENTATION NOR ANY SALE MADE HEREUNDER SHALL, UNDER ANY CIRCUMSTANCES, CREATE ANY IMPLICATION THAT THE INFORMATION CONTAINED HEREIN 
IS CORRECT AS OF ANY TIME SUBSEQUENT TO THE DATE HEREOF OR THAT THERE HAS BEEN NO CHANGE IN THE AFFAIRS OF THE COMPANY SINCE SUCH DATE. 

IF YOU LIVE OUTSIDE THE UNITED STATES, IT IS YOUR RESPONSIBILITY TO FULLY OBSERVE THE LAWS OF ANY RELEVANT TERRITORY OR JURISDICTION OUTSIDE THE UNITED 
STATES IN CONNECTION WITH ANY PURCHASE, INCLUDING OBTAINING REQUIRED GOVERNMENTAL OR OTHER CONSENTS OR OBSERVING ANY OTHER REQUIRED LEGAL OR 
OTHER FORMALITIES. 
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ALPHA SEVEN Therapeutics Overview

ALPHA-1062IN: Potential first treatment for Cognitive Impairment with Mild Traumatic 
Brain Injury (mTBI; Concussion)

Company offers significant milestone events for value creation

Our Vision

To develop 
transformative 

therapies for people 
with brain injury

• Licensed worldwide rights to develop and commercialize ALPHA-1062IN in TBI and related 
disorders, and Acute Pancreatitis from Alpha Cognition, Inc.

• US Cognitive Impairment market is estimated at $13B+ with no currently approved product 
• ALPHA-1062IN pre-clinical data has demonstrated positive cognitive effects and protects brain 

from damage; no toxicity observed
• Patents extending to 2043

• Formulation and Stability work completion – Q3 2024
• Department of Defense (DOD) bomb blast study completion – Q4 2024
• Toxicity study completion – Q4 2024
• Anticipated IND acceptance – Q1 2025
• PH2 clinical study initiation – 1H 2025
• Initiation of pre-clinical acute pancreatitis study – 1H 2025
• Completion of pre-clinical acute pancreatitis study – 2H 2025
• Potential path to Fast Track designation – 2H 2025



What Is A Mild Traumatic Brain Injury (mTBI) And 
Cognitive Impairment?

• An mTBI occurs when a head injury disrupts brain function

• mTBI can cause a wide range of functional challenges:

– Cognitive Impairment: short-term memory loss, trouble concentrating, difficulty multi-
tasking, lack of focus, slowed brain processing 

– Mood/behavioral issues: panic attacks, depression, irrational anger, increased sadness, irritability
– Physical functioning: headache, dizziness, nausea, light/noise sensitivity, blurry/double vision, 

fatigue, trouble falling asleep, excessive sleeping

C
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S

FALLS VEHICLE RELATED 
CONCUSSIONS

VIOLENCE SPORTS INJURIES COMBAT INJURY



Cognitive Impairment With mTBI Represents Significant  
$13B+* Market Opportunity
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+5.0M  Citizens who live with a permanent             
         brain injury-related disability

  3.0M  US TBI diagnosed events in 2019

  2.8M    Annual TBI-related ER visits4*,           
           hospitalizations, and deaths 

+400K  Active military personnel diagnosed                     
          2000-2019 

 

3 Million TBIs/year
78% adult

91% are mild (mTBI)1

50% have persistent 
cognitive 

dysfunction2

Source: 1. DRG Executive Insights, Traumatic Brain Injury, June 2020
2. McInnes K, Friesen CL, MacKenzie DE, Westwood DA, Boe SG. Mild Traumatic Brain Injury (mTBI) and chronic cognitive impairment: A scoping review. PLoS ONE. 2017; 12: e0174847. 4. US *$13B = 1.2M cases per yr X $12.5K per treatment US

Total 
Available Market

Addressable 
Market

per year per year
1.4M

2.7M
per year

Mild

Moderate

Severe
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ALPHA-1062IN Scientific Rationale To Treat Cognitive 
Impairment With mTBI

Mechanism : Alpha7-Nicotinic modulation and ACHE inhibition
• Alpha-7 modulation affects improves brain receptor transmission, which exerts anti-inflammation 

effect and stimulates the cholinergic pathway
• Increases acetylcholine (ACH) neurotransmission, which affects memory, thinking, and attention
• Exerts downstream effect on other receptors (GABA, 5ht2, dopamine) responsible for attention, 

processing, memory, and reaction time.

Pre-clinical and clinical experience with ALPHA-1062IN
• Pre-clinical data demonstrated pronounced effect on cognition and brain healing
• Positive Phase 1 studies completed 
• Secondary efficacy findings of improved attention and focus
• Adverse events have been mild and resolved over time
• No toxicity seen 



Alpha-1062IN Formulation Delivers An Optimal Level 
Of Medication
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• Intranasal Formulation of Alpha-1062IN developed to deliver higher levels of active drug that can work in 
the brain

• Allows rapid transport across blood-brain barrier within 15 minutes 

• ALPHA-1062IN safe and well-tolerated 

ALPHA
1062



Alpha-1062IN Has Demonstrated Safety In Multiple 
Non-Clinical And Human Trials

Pre-clinical Studies (animal studies)
• Four toxicity studies completed  Safety confirmed
• Cardiovascular safety study   Safety confirmed

Clinical Studies (human studies)
• Single dose ascending study (SAD)  No safety issues observed
• Multiple dose ascending study (MAD)  No safety issues observed
• EEG Assessment Study    No safety issues observed
• 3 bioequivalence studies1   No safety issues observed
• 1 dose proportionality study1   No safety issues observed

1. Different formulation with same active drug moeity tested in these studies



Development Program Of ALPHA-1062IN
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 2022: Brain histology study completed

 2022: Preclinical TBI cognitive and motor 

sensory study

 2011: Pharmacology studies completed

 2010: Pharmacokinetics completed

• 2024: Toxicology study – 90 day study

 2014: Ph1 SAD completed

 2016: Ph1 MAD completed

• 2024: Next generation formulation work 

• 2025: IND submission to FDA

• 2025: IND approval from FDA

• 2025: PH2 Clinical Trial Initiation

Pre-Clinical Work 
Completed and Ongoing

Clinical, Manufacturing, and Regulatory 
Work Completed and Ongoing



VEHICLE
SHAM 

(UNINJURED)

Cognitive 
Functional Tests

Morris Water 
Maze SUPERIOR* EQUIVALENT TO

Novel Object 
Recognition SUPERIOR* EQUIVALENT TO

Motor and 
Sensory 

Functional 
Recovery

nMSS1 SUPERIOR*

Foot-fault SUPERIOR* EQUIVALENT TO

Adhesive 
Removal SUPERIOR* EQUIVALENT TO

ALPHA-1062IN Acutely Preserves Function & Persistently 
Improves Recovery After TBI
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PRECLINICAL RESULTS

-

Equivalent to uninjured animals in 4/5 primary endpoints
*P=0.05

Brain Neuroprotection and 
Neurogenesis occurred

1. Modified Neurological Severity ScoreNo toxicity or safety issues observed



PH2 Study Design:  Cognitive Impairment With mTBI
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Study Design: Two Arm Study (N=100)

ALPHA 1062 intranasal
5mg twice daily for 2 weeks, 10 mg twice daily for 2 weeks, 15mg dose for 8 weeks

Placebo
Twice daily for 12 weeks

Follow up

1 Week12 Weeks4 Weeks

Screening Up 
to 4 Weeks

R: Randomization 1:1

12 week, multi-center, double blind placebo controlled study (N=100)
 - Change in Cognitive Battery cumulative scores - primary endpoint1

 - Change in PHQ9, GAD7, PSQI, HRQOL, Headache diary2 - secondary endpoints

1. NIH Cognition Battery will be used as primary endpoint tool    2. PHQ9=Patient Health Questionnaire 9 for depression; GAD7=general anxiety disorder 7; PSQI=Pittsburgh sleep quality Index; HRQOL=Health Related Quality of Life; 
Daily Diary=Measures headache   



Pre-clinical Blast mTBI Study Design With 
Department of Defense
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Study Design: Single and multiple blast mTBI and sham procedures in mice

ALPHA 1062IN 0.3mg/kg

Blast + Vehicle

SHAM + Vehicle

ALPHA-1062 Evaluation: 

Blast Injury

Determine ALPHA-1062IN reduction of: 1.) behavioral/functional deficits & 2.) brain-wide burden of 
neuropathologically (cell death, neuroinflammation, Tauopathy); following single or repetitive (3x) blast 
mTBI, as compared to vehicle-administered blast mTBI and uninjured control mice.

ALPHA 1062IN 1.5mg/kg

ALPHA 1062IN 3.0mg/kg

1 day   30 days             90 days                           180 days    (N= 260 total) 

• At 1 & 30 days of ALPHA-
1062 administration, all 3 
drug doses will be 
evaluated. 

• The optimal dose from 
these timepoints will be 
used for the 90 and 180 
day administration 
timepoints.

Controls



ALPHA-1062IN Opportunity

1.4M with Cognitive 
Impairment following TBI 
annually

Upcoming 
Milestones

Excellent Rationale 
For Efficacy

Symptom Focus 
Improves Opportunity

Large, Underserved 
Market 

Large $13B Market 

No approved product for 
condition

Any approved product 
will have a premium 
price

Modulates A7 Receptor
which is implicated in 

memory and processing 
speed

Decreases damage to the 
blood brain barrier 

Reduces inflammation via 
targeted receptors in brain

Increases brain function 
and repair

FDA Meeting for alignment of 
clinical development plan 

DOD pre-clinical study 
completion

Toxicity study 

Obtain IND acceptance

Obtain Fast Track Designation

Initiation of PH2 clinical study

Focus on Cognitive 
Impairment

targets symptoms 
where ALPHA-1062IN 

has demonstrated effect

Cognition Impairment a top 
3 symptom that people 

with TBI/concussion 
suffer 

ALPHA-1062IN has 
demonstrated effect on 

executive function



Use Of Proceeds 

Use of Proceeds Description Budget Percent of 
Budget

Manufacturing and 
Formulation Work

Drug supply, stability work, 
Formulation for Tox study

$1.05M 35%

Regulatory, Legal, Banking Type A meeting, Regulatory 
consultation, IP filing

$780K 26%

R&D 90 day toxicity study, pre-
clinical Acute Pancreatitis study

$920K 30%

G&A Accounting, consulting, salaries $285K 09%

Total $3.0M

Seed Round is structured to complete formulation and manufacturing work, toxicity study, pre-clinical acute 
Pancreatitis, and to file additional intellectual property that can be filed for ALPHA-1062IN.  Post toxicity study, 
IND would be prepared to file with FDA.



A Second Indication for Acute Pancreatitis
What Is Acute Pancreatitis?

• Acute Pancreatitis is characterized by severe abdominal pain accompanied                                                   
by elevated pancreatic enzymes owing to inflammation in the pancreas.

• Alcohol, gallstones, hypertriglyceridemia (HTG) are predominant etiological                                                
factors.  Drugs (steroids, GLP1s, valproate), hypercalcemia, and viral infection                                             
constitute other causes of acute pancreatitis

• Symptoms are severe abdominal pain, nausea, and vomiting
• Mortality is estimated at 5% in overall AP and 25% in severe acute pancreatitis
• 2.8M cases reported a year

• 275,000 hospital stays due to AP per year
• Analgesics are currently used to treat acute pancreatitis



Rationale for ALPHA-1062 Efficacy in Acute Pancreatitis

• Activation of gastrointestinal tract-brain cholinergic anti-
inflammatory pathway

• Inhibits infiltration of pancreatic neutrophils

• Decreases plasma amylase and lipase levels
• Direct effect on immunomodulatory cells located in the 

spleen
• Exhibition of both AChEI and nicotinic receptor 

potentiating activities

Reference for chart: Alpha7 niconitic receptors as novel therapeutic targets for inflammation-based diseases; Cellular and Molecular Life Sciences, Oct 2010; Bencherif



Company Timing To Inflection Points

Formulation Work

Toxicity Study

Phase 2 Trial

Q2 Q3                            Q4                             Q1                            Q1                            Q2 

2024     2025                         2026

Inflection 
Point with 
IPO or Sale 
of Company

Additional IP filed

DOD Bomb Blast Study

IND Submission

Preclinical Study – Acute Pancreatitis

IND 
Acceptance



Capitalization Table

EQUITY HOLDERS PERCENT OF COMPANY $3M SEED ROUND (pre $)
$10M Val

Alpha Cognition, Inc 85% 64.1%

Management and 
BOD; Strategic 
Consultants

15% 13.3%

Seed 0% 22.6%

100% 100%

19



CEO S c ient i f i c  
Co ns ul tant

Michael  
McFadden

D enis  Kay,  
PhD

Operational And Clinical Team And Advisors Have 
Significant Experience In Neurology Drug Development

Charles 
Bernick, MD, 

MPH 

Scientific AdvisorsBOD

CB O  

Lauren 
D ’Angelo

Robert Cantu, 
MA, MD, 

FACS, FACSM 

Elaine 
Peskind, MD 

Management

Michael  
McFadden

CEO

Mental Illness 
Research,

VA Puget Sound Health 
Care System

Cantu Concussion 
Center

Cleveland Clinic, Lou 
Ruvo Center for 

Brain Health 

Tony  
St r i ck land
CEO,  N exus  

Tr iage



• IP Protection with ability 
to file new IP

• R&D and marketing rights 
to A7

• Includes TBI and related 
conditions, Acute 
Pancreatitis and related 
conditions

ACI-A7 Relationship

• Data Sharing Agreement

• Supply Agreement 
through R&D completion

• Patent Synergy and 
leverage points

• Pre-clinical and clinical 
support

Preclinical and Clinical 
Data 

• A7 has ability to leverage 
preclinical data and 
ongoing trials

• A7 will have clinical data 
that it can reference with 
FDA

• Intellectual history of 
molecule will be 
leveraged

Relationship Between Alpha Cognition (ACI) And 
Alpha Seven (A7)

Worldwide license 
provided to A7



Investor Relations

Michael McFadden
858.344.4375
mmcfadden@alphaseventbi.com
http://alpha7tbi.com
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