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Due Diligence Report: Breakthrough Therapy Designation 
May Be the Breakthrough the Company Needs 
 
Summary: 
 
CytoDyn Inc., incorporated on May 2, 2002, is a biotechnology company focused on discovering and 
developing a class of therapeutic monoclonal antibodies to treats Human Immunodeficiency Virus (HIV) 
infection. Its lead product candidate, PRO 140, belongs to a class of HIV therapies known as entry 
inhibitors. These therapies potentially block HIV from entering into and infecting certain cells. Although 
CytoDyn intends to focus its efforts on PRO 140, the Company also holds certain rights in two platform 
technologies: Cytolin, a monoclonal antibody targeting HIV with a mechanism of action which may prove 
to be synergistic to that of PRO 140 and other treatments, and CytoFeline, a monoclonal antibody 
targeting Feline Immunodeficiency Virus (FIV). The Company’s PRO 140 antibody is a powerful anti-viral 
agent while not being a drug, which means fewer side effects and less frequent dosing requirements. The 
PRO 140 antibody belongs to a class of HIV therapies known as entry inhibitors that block HIV from 
entering into and infecting certain cells. PRO 140 blocks HIV from entering a cell by binding to a molecule 
called CCR5, a normal cell surface receptor protein to which HIV attaches as part of HIV’s entry into a cell. 
The product had completed Phase II clinical trials. CytoFeline is an Anti-LFA-1 antibody for the treatment 
of Feline Immunodeficiency Virus (FIV) infection. FIV has a primary tropism for lymphocytes and gradually 
destroys sub-populations of T lymphocytes. This cytopathic effect causes a progressive loss of CD4+ 
lymphocytes, inversion of the CD4/CD8 ratio, and eventual loss of CD8+ lymphocytes in the late stages of 
infection. Cell-mediated immunity is impaired to a greater extent than antibody-mediated immunity. 
Impaired production and dysregulation of various cytokines also play a role in the pathogenesis of disease. 
The product had completed Phase II clinical trials. Cytolin is also a humanized monoclonal antibody for 
the treatment of HIV infection. It targets a normal cell molecule called CD11a, part of the heterodimer 
that makes up the cell adhesion molecule lymphocyte function cell associated antigen. In addition to 
cytotoxic T lymphocytes (CTLs), Cytolin® also appears to bind another type of immune cell called dendritic 
cells (DCs). The product is in the pre-clinical trials. 

CytoDyn Inc. has a current market capitalization of $103.88 M with 98.94 M outstanding shares. Its daily 
average volume traded is 0.17 M shares. 

Key Indicators (Q3 2015)    Performance (6 months) 

Shares Outstanding 98.94 M 

Revenue  Nil 

Gross Profit Nil 

Net Loss (basic/diluted) -8.90 M 

Cash and Short-term Inv 2.83 M 
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Recent News and Analysis: 

Most recently, the company announced that it had named Denis R. Burger, Ph.D., who is currently a 

member of the Company’s Board of Directors, as Chief Science Officer (CSO) of CytoDyn. In this capacity, 

through an expansion of Dr. Burger’s existing consulting relationship with the Company, Dr. Burger will 

assist with the development of PRO 140 for HIV and non-HIV clinical indications, including 

transplantation, autoimmune diseases and cancer.  He recently initiated the Company’s evaluation of 

PRO 140 for Graft vs. Host Disease (GvHD) and the Company’s Phase 2 protocol for this transplantation 

indication for patients requiring bone marrow stem cell transplants. On December 11, 2015, the FDA 

cleared CytoDyn to proceed into a clinical trial for GvHD. PRO 140 is currently in a pivotal Phase 3 trial 

for adjunct therapy for HIV patients with FDA approval for this indication expected in 2017. 

Last week the company announced that it has filed a request for Breakthrough Therapy Designation of 

its PRO 140 HIV treatment. The company has been at this for quite a while, developing its product 

pipeline for over a decade now. It's unreasonable to expect this sort of mammoth task to be completed 

overnight, but this is certainly a step towards completion. 

Due to the fact that CYDY hasn’t been following the sectors that have been trending over the years, 

which usually provide for the volatility of most OTC enterprises, the company stock has been rather 

illiquid and we haven’t seen many major percentile movements. The numbers contained in the latest 

report also suggest this. With significant cash in the bank, it would appear that CYDY is well equipped, 

compared to other OTC companies, but that usually suggest the lack of interest from the volatility-loving 

crowd that trades such stocks. Still, some recent news managed to stir things up a bit. 

 

Conclusions: 

The company had a respectable $3.3 million in the bank as of its latest quarterly for the three months 

ended Nov 2015. That money will probably be put to good use in advancing PRO 140 along, as CYDY 

Total Debt 2.99 M 
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informed the company applied for breakthrough therapy designation just last week. It was this news 

that triggered the considerable swell in volume, after CYDY was trading mostly in five-digit daily volumes 

for the past couple of months. The company's outstanding share count is also creeping up, with some 

freshly issued shares well below current prices. CYDY had 70 million OS as of June 2015. This figure is 

now around the 98.9 million reported as of Dec 31, with a new 5.9 million issued at $0.75 per share in 

mid-December. Only time can tell whether CYDY will obtain the breakthrough therapy designation it 

applied for and whether its product will see commercialization within the foreseeable future.
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Sources:  

1. http://ir.cytodyn.com/financials 
2. http://www.reuters.com/finance/stocks/companyProfile?rpc=66&symbol=CYDY.PK 
3. http://stockcharts.com/h-sc/ui?s=CYDY&p=D&b=5&g=0&id=p70336269240 
4. http://www.google.ca/finance?q=OTCMKTS%3ACYDY&hl=en&gl=ca&ei=TKapVomkAZXajAGj3LuICw 
5. https://ca.finance.yahoo.com/q?s=CYDY&ql=0 
6. https://www.hotstocked.com/article/92640/cytodyn-inc-otcmkts-cydy-steps-on-the-brakes.html 
7. https://www.hotstocked.com/article/92632/cytodyn-inc-otcmkts-cydy-climbing-even-higher.html 

 
 
 
 
 
 
Disclosure: I have no positions in any stocks mentioned, and no plans to initiate any positions within the 
next 72 hours. I wrote this article myself, and it expresses my own opinions. I am not receiving 

compensation for it, and I have no business relationship with any company whose stock is mentioned in 

the article. I reserve the right to sell the redistribution rights to this report for up to two hundred fifty 
dollars/news source. 

The information contained herein is not intended to be investment advice and does not constitute any form 

of invitation or inducement by Robert Borowski, MSc. to engage in investment activity. Neither the 
information nor any opinion expressed constitutes a solicitation for the purchase or sale of any security. 

Securities, financial instruments, strategies, or commentary mentioned herein may not be suitable for all 
investors and this material is not intended for any specific investor and does not take into account an 

investor’s particular investment objectives, financial situations or needs. Any opinions expressed herein are 

given in good faith, are subject to change without notice, and are only current as of the stated date of their 
issue. Prices, values, or income from any securities or investments mentioned in this report may fluctuate, 

and an investor may, upon selling an investment lose a portion of, or the entire principal amount invested. 
Past performance is no guarantee of future results. Before acting on any recommendation in this material, 

you should consider whether it is suitable for your particular circumstances and, if necessary, seek 
professional advice. 

 

DISCLAIMER 

Broadstreetalerts.com has compensated the author of this report up to two hundred and fifty dollars for 

the redistribution rights for a period of up to 30 days. 

Broadstreetalerts.com is a wholly owned subsidiary of Small Cap Specialists LLC, herein referred to as 

SCS LLC. 

http://ir.cytodyn.com/financials
http://www.reuters.com/finance/stocks/companyProfile?rpc=66&symbol=CYDY.PK
http://stockcharts.com/h-sc/ui?s=CYDY&p=D&b=5&g=0&id=p70336269240
http://www.google.ca/finance?q=OTCMKTS%3ACYDY&hl=en&gl=ca&ei=TKapVomkAZXajAGj3LuICw
https://ca.finance.yahoo.com/q?s=CYDY&ql=0
https://www.hotstocked.com/article/92640/cytodyn-inc-otcmkts-cydy-steps-on-the-brakes.html
https://www.hotstocked.com/article/92632/cytodyn-inc-otcmkts-cydy-climbing-even-higher.html
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Our reports/releases are a commercial advertisement and are for general information purposes ONLY. 

We are engaged in the business of marketing and advertising companies for monetary compensation. 

We have not been compensated in any form by any entity for this report. Never invest in any stock 

featured on our site or emails unless you can afford to lose your entire investment. The disclaimer is to 

be read and fully understood before using our services, joining our site or our email/blog list as well as 

any social networking platforms we may use. 

PLEASE NOTE WELL: SCS LLC and its employees are not a Registered Investment Advisor, Broker Dealer 

or a member of any association for other research providers in any jurisdiction whatsoever. 

Release of Liability: Through use of this website viewing or using you agree to hold SCS LLC, its operators 

owners and employees harmless and to completely release them from any and all liability due to any 

and all loss (monetary or otherwise), damage (monetary or otherwise), or injury (monetary or 

otherwise) that you may incur. The information contained herein is based on sources which we believe 

to be reliable but is not guaranteed by us as being accurate and does not purport to be a complete 

statement or summary of the available data. SCS LLC encourages readers and investors to supplement 

the information in these reports with independent research and other professional advice. All 

information on featured companies is provided by the companies profiled, or is available from public 

sources and SCS LLC makes no representations, warranties or guarantees as to the accuracy or 

completeness of the disclosure by the profiled companies. None of the materials or advertisements 

herein constitute offers or solicitations to purchase or sell securities of the companies profiled herein 

and any decision to invest in any such company or other financial decisions should not be made based 

upon the information provide herein. Instead SCS LLC strongly urges you conduct a complete and 

independent investigation of the respective companies and consideration of all pertinent risks. Readers 

are advised to review SEC periodic reports: Forms 10-Q, 10K, Form 8-K, insider reports, Forms 3, 4, 5 

Schedule 13D. SCS LLC is compliant with the Can Spam Act of 2003. SCS LLC does not offer such advice or 

analysis, and SCS LLC further urges you to consult your own independent tax, business, financial and 

investment advisors. Investing in micro-cap and growth securities is highly speculative and carries and 

extremely high degree of risk. It is possible that an investor’s investment may be lost or impaired due to 

the speculative nature of the companies profiled. 

The Private Securities Litigation Reform Act of 1995 provides investors a ‘safe harbor’ in regard to 

forward-looking statements. Any statements that express or involve discussions with respect to 

predictions, expectations, beliefs, plans, projections, objectives, goals, assumptions or future events or 

performance are not statements of historical fact may be “forward looking statements”. Forward 

looking statements are based on expectations, estimates, and projections at the time the statements 

are made that involve a number of risks and uncertainties which could cause actual results or events to 

differ materially from those presently anticipated. Forward looking statements in this action may be 
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identified through use of words such as “projects”, “foresee”, “expects”, “will”, “anticipates”, 

“estimates”, “believes”, “understands”, or that by statements indicating certain actions & quote; “may”, 

“could”, or “might” occur. Understand there is no guarantee past performance will be indicative of 

future results. 

In preparing this publication, SCS LLC has relied upon information supplied by its customers, publicly 

available information and press releases which it believes to be reliable; however, such reliability cannot 

be guaranteed. Investors should not rely on the information contained in this website. Rather, investors 

should use the information contained in this website as a starting point for doing additional 

independent research on the featured companies. The advertisements in this website are believed to be 

reliable, however, SCS LLC and its owners, affiliates, subsidiaries, officers, directors, representatives and 

agents disclaim any liability as to the completeness or accuracy of the information contained in any 

advertisement and for any omissions of materials facts from such advertisement. SCS LLC is not 

responsible for any claims made by the companies advertised herein, nor is SCS LLC responsible for any 

other promotional firm, its program or its structure. 

SCS LLC is not affiliated with any exchange, electronic quotation system, the Securities Exchange 

Commission or FINRA. SCS LLC is not a Broker/Dealer and does not engage in high frequency trading. 


