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Valuation $2.75 
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SUMMARY DATA 
 

Risk Level Above Average 

Type of Stock Small-Growth 

Industry Med-Biomed/Gene 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Alpha Cognition is developing Alpha-1062, a prodrug of galantamine that 
is in Ph3 development for mild to moderate AD. Additional pre-clinical 
work for Alpha-1062 is being conducted in mild TBI. The company is also 
advancing a preclinical progranulin gene therapy program for ALS. 

With few advances in decades, AD represents a material unmet need. 
While some drugs exist to treat the symptoms of AD, side effects may 
limit use. To address GI-related side effects and optimize dose, a pro-
drug of previously approved galantamine has been developed which 
avoids active drug interaction in the intestine. Exploratory studies have 
demonstrated an improved GI side effect profile and combined with other 
findings showing stable cognition, improved mortality and lower burden 
on caregivers, the drug makes a compelling argument for long-term use 
in AD patients. The new compound is expected to boost patient compli-
ance which will aid in the realization of galantamine’s benefits.  

Alpha-1062 should present top line results in 2Q:22 for AD, with an NDA 
filing in 3Q:22 submitted via the 505(b)(2) regulatory pathway. Other 
early stage programs will target readouts for mild TBI and progranulin in 
2022. Formulation development is also underway for a combination ap-
proach for Alpha-1062 and memantine to treat moderate to severe AD. 

52-Week High 1.80 
52-Week Low 0.43 
One-Year Return (%) N/A 
Beta N/A 
Average Daily Volume (sh) 8,131 
  
Shares Outstanding (mil) 67.0 
Market Capitalization ($mil) 30.3 
Short Interest Ratio (days) N/A 
Institutional Ownership (%) 0.1 
Insider Ownership (%) 23.7 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2022 Estimate N/A 

P/E using 2023 Estimate N/A 
  
Zacks Rank N/A 
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ZACKS ESTIMATES 
 

Revenue  
(In millions of USD) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2021 $0.0 A $0.0 A $0.0 A $0.0 A $0.0 A 

2022 $0.0 A $0.0 E $0.0 E $0.0 E $0.0 E 

2023     $0.0 E 

2024     $0.0 E 
 

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

2021 -$0.28 A $0.00 A -$0.09 A -$0.05 A -$0.37 A 

2022 -$0.04 A -$0.05 E -$0.05 E -$0.04 E -$0.18 E 

2023     -$0.17 E 

2024     $0.11 E 

      

 
  

 
  

 
 
 

Based on our DCF model and a 15% discount rate, Alpha Cogni-
tion is valued at approximately $2.75 per share.  Our model ap-
plies a 62% probability of ultimate approval and commercializa-
tion of Alpha-1062.  The model includes contributions from North 
America, Asia Pacific and other developed markets. 
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WHAT’S NEW 
 
Bioavailability and Bioequivalence Study Results  
 

Alpha Cognition, Inc. (OTCQB: ACOGF) provided topline results from its bioavailability and bioequivalence (BABE) 
study in a June 22nd press release which was followed by a conference call providing additional detail along with a 
presentation summarizing key data.  Results showed that Alpha-1062 (galantamine benzoate) presented a favora-
ble side effect profile and was within the parameters for bioavailability and bioequivalence required by the FDA to 
grant approval via the 505(b)(2) regulatory pathway.  Next steps are to prepare for the safety and tolerability study 
that will measure overall adverse events and specific side effects.  The trial, designated RESOLVE, will be designed 
as a three arm study comparing two arms of Alpha-1062 with placebo and enrolling 300 patients.  Based on the da-
ta that is being developed, a New Drug Application (NDA) is expected to be filed for Alpha-1062 in Alzheimer’s Dis-
ease (AD) by 2Q:23.  
 
The two objectives of the BABE trial were to measure whether or not the bioequivalence of Alpha-1062 compared 
with the reference product fell within the limits required for Area Under the Curve (AUC) and maximum plasma con-
centration (CMAX).  During the June 22nd conference call, Chief Medical Officer Cedric O’Gorman, M.D. provided a 
summary of the data generated from the studies which we include below.  The bioequivalence limits given compare 
Alpha-1062 with galantamine hydrobromide immediate release formulation. 
 

Exhibit I – Summary of BABE Study Data1 

 
 
The data provided in the release support continued development of Alpha-1062.  The safety profile of the drug was 
excellent with no serious adverse events (SAEs) in the active arm.  The control arm evaluating galantamine hydro-
bromide IR was associated with two SAEs including diarrhea and vomiting, which were in-line with expectations 
based on the label for the reference drug.  The main objective of Alpha-1062 with its prodrug formulation and enter-
ic coating is to avoid many of the side effects common to approved formulations of galantamine which frequently 
cause patients to stop taking the drug, thereby failing to obtain its benefits.  If Alpha Cognition’s formulation of the 
drug can address these shortcomings, it is likely that the benefits that we elucidate in our initiation will be more 
broadly available for Alzheimer’s patients.  
 
Alpha-1062 Pivotal Bioavailability/Bioequivalence Study Background 
 
Alpha Cognition launched its pivotal bioavailability and bioequivalence studies in 2Q:22, each of which enrolled 36 
healthy adult subjects.  Both studies were of an open label, balanced, randomized, single dose, two-period, two-way 
crossover design.  The study design called for a single dose of Alpha-1062 delayed release under both fed and 
fasted conditions.  The hurdle for bioequivalence calls for a 90% confidence interval for pharmacokinetic parame-
ters and area under the curve (AUC) and CMAX to fall between 80% and 125% of the standard. 
 

                                                 
1 Source: June 2022 Alpha Cognition Corporate Presentation.   

 

https://alphacognition.com/investors/news/alpha-cognition-announces-positive-results-from-pivotal-study-with-alpha-1062-in-development-for-alzheimers-disease
https://event.webcasts.com/viewer/event.jsp?ei=1556554&tp_key=77b62298d2
https://www.alphacognition.com/_resources/presentations/corporate-presentation.pdf?v=0.234
https://s27.q4cdn.com/906368049/files/News/2022/Zacks_SCR_Research_03072022_ACOGF_Vandermosten.pdf
https://www.alphacognition.com/_resources/presentations/corporate-presentation.pdf?v=0.234
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Exhibit II – Alpha-1062 Bioavailability/Bioequivalence Study Design2 

 
 
Alpha Cognition Milestones 
 

 Introduction of Alpha-0702 & -0802 – June 2022 

 Alpha-1062 pivotal trial results in AD – 2Q:22 

 FDA meeting to discuss ongoing development of Alpha-1062 – mid-2022 

 Alpha-1062 patient tolerability study start in AD – 3Q:22 

 Additional data sets for GEMs – 3Q:22 

 Alpha-0602 pre-clinical study (2nd mammal) start – 3Q:22 

 IND submission for Alpha-1062 in mild TBI – 4Q:22 

 NDA submission for Alpha-1062 in AD – 2Q:23 

 Alpha-0602 2nd mammal pre-clinical study top-line results – 2Q:23 

 Alpha-1062 patient tolerability study topline results in AD – 2H:23 

 Alpha-1062 potential label change – 4Q:23 

 Initiation of Alpha-1062 combination (BABE) study – 4Q:23  

 Alpha-1062 potential FDA approval for mild to moderate AD – 1Q:24 

 Commercial launch of Alpha-1062 in mild to moderate AD – 1Q:24 
 

Exhibit III - Alpha Cognition Clinical Pipeline3 

 
 

                                                 
2 Source: June 2022 Alpha Cognition Corporate Presentation.   
3 Source: June 2022 Alpha Cognition Corporate Presentation.   

https://www.alphacognition.com/_resources/presentations/corporate-presentation.pdf?v=0.234
https://www.alphacognition.com/_resources/presentations/corporate-presentation.pdf?v=0.234
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Summary 
 
Alpha Cognition has continued to successfully satisfy the requirements needed to submit an NDA for Alpha-1062 
using the 505(b)(2) pathway.  Now that the BABE study has produced favorable data and provided a bridge be-
tween Alpha-1062 and reference products, additional work is ongoing regarding stability studies and the upcoming 
RESOLVE study which will examine dosing, safety and tolerability.  Management has guided towards a 2Q:23 NDA 
submission for Alpha-1062 and expected approval by 1Q:24, immediately followed by commercialization activities.  
The BABE results provide confidence that Alpha Cognition’s efforts are on the right track.  We maintain our $2.75 
price target.  
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      PROJECTED FINANCIALS 

  
Alpha Cognition Inc. - Income Statement 
 

Alpha Cognition Inc. 2021 A Q1 E Q2 E Q3 E Q4 E 2022 E 2023 E 2024 E

Total Revenues ($US '000) $0 $0 $0 $0 $0 $0 $0 $45,901 
Cost of Goods Sold $0 $0 $0 $0 $0 $0 $0 $4,590 

Gross  Marg in 90%

Research & Development $7,973 $1,776 $2,109 $2,195 $2,120 $8,200 $8,800 $8,800 

General & Administrative $4,124 $1,167 $1,050 $1,050 $1,250 $4,517 $4,865 $4,865 

Sales & Marketing $0 $0 $0 $0 $0 $0 $0 $13,770 

Income from operations ($12,097) ($2,942) ($3,159) ($3,245) ($3,370) ($12,716) ($13,665) $13,876 
Operating  Marg in 30%

Other Items ($7,448) $29 $0 $0 $0 $0 $0 $0 

Pre-Tax Income ($19,545) ($2,913) ($3,159) ($3,245) ($3,370) ($12,716) ($13,665) $13,876 
Provision for Income Tax $0 $0 $0 $0 $0 $0 $0 $3,469 

Tax Rate 0 .0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 25.0%

Net Income ($19,545) ($2,913) ($3,159) ($3,245) ($3,370) ($12,716) ($13,665) $10,407 
Net Marg in

Reported EPS ($0.37) ($0.04) ($0.05) ($0.05) ($0.04) ($0.18) ($0.17) $0.11 
Basic Shares Outstanding 53,333 67,658 68,000 68,250 75,000 69,727 82,000 95,000 

Source: Company Filing  / /  Zacks  Inves tment R esearch, Inc. Es timates                                                                      
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     HISTORICAL STOCK PRICE  
 

Alpha Cognition Inc. – Share Price Chart 
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      DISCLOSURES 

 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, John Vandermosten, hereby certify that the views expressed in this research report accurately reflect my personal views about the subject se-
curities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or 
views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I considered 
to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the 
opinions expressed are subject to change without notice. 
 

INVESTMENT BANKING AND FEES FOR SERVICES  

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of 
the securities covered in this report or article. 
 
Zacks SCR has received compensation from the issuer directly or from an investor relations consulting firm engaged by the issuer for providing 
non-investment banking services to this issuer and expects to receive additional compensation for such non-investment banking services provid-
ed to this issuer. The non-investment banking services provided to the issuer includes the preparation of this report, investor relations services, 
investment software, financial database analysis, organization of non-deal road shows, and attendance fees for conferences sponsored or co-
sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number and types of services contracted.  
Fees typically range between ten thousand and fifty thousand dollars per annum. Details of fees paid by this issuer are available upon request. 
 

POLICY DISCLOSURES   

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying 
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.  
SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any 
security followed by SCR nor do they act as dealers in these securities.  Each Zacks SCR Analyst has full discretion over the valuation of the is-
suer included in this report based on his or her own due diligence.  SCR Analysts are paid based on the number of companies they cover. 
SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or 
article. 
  

ADDITIONAL INFORMATION 

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be 
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives 
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any 
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or 
tweets are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned. 
  

CANADIAN DISCLAIMER 
 

This research report is a product of Zacks SCR and prepared by a research analyst who is employed by or is a consultant to Zacks SCR. The 
research analyst preparing the research report is resident outside of Canada and is not an associated person of any Canadian registered adviser 
and/or dealer and, therefore, the analyst is not subject to supervision by a Canadian registered adviser and/or dealer, and is not required to sat-
isfy the regulatory licensing requirements of any Canadian provincial securities regulators, the Investment Industry Regulatory Organization of 
Canada and is not required to otherwise comply with Canadian rules or regulations. 

 

 


