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Investment Highlights 

 
1) Cel-Sci is back on track with their Phase 3 Multikine trial in head 

and neck cancer after a more than one-year hiatus, after the US FDA 

issued a letter in mid-August removing the clinical hold on the trial.  To 

date, 928 newly-diagnosed cancer patients have been enrolled in the Phase 

3 study, and these are currently being monitored for protocol-specific 

outcomes. The study’s primary endpoint is a 10% increase in overall 

survival rate for Multikine plus standard-of-care (surgery, followed by 

radiation therapy alone or radio-chemotherapy) versus standard of care only. 

After 298 deaths in the two study cohort groups (combined) are observed, a 

determination will be made whether the study's primary end point has been 

met.  The company has not provided any interim data on the progress of the 

trial enrollees, nor have its partners – Teva in Israel and Orient Europharma 

in Taiwan - but earlier this month Cel-Sci announced that the Company had 

been granted a new patent by the European Patent Office for Multikine’s 

mechanism of action in making tumors visible to the immune system and 

that the Multikine Phase 3 study was nearing its end.     

 

2)  The Company is also making progress on its non-Multikine pipeline, 

including its LEAPS technology. Specifically, Cel-Sci announced earlier 

this fall the receipt of a new $1.5 million Phase II Small Business Innovation 

Research (SBIR) grant by the National Institute of Arthritis and 

Musculoskeletal and Skin Diseases (NIAMSD) for its first LEAPS product 

candidate, CEL-4000, an arthritis therapeutic. The grant will help fund GMP 

manufacturing, IND enabling studies, and additional mechanism of action 

studies for CEL-4000, which will be conducted jointly in Cel-Sci’s Virginia 

research facilities and by researchers at Chicago’s Rush University Medical 

Center.  The grant was awarded based on recently published data in Vaccine 

showing that the administration of this proprietary peptide prevented the 

development, and lessened the severity, including inflammation, of 

experimental proteoglycan induced arthritis (PGIA or GIA) when it was 

administered after the disease was induced in test animals.  
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3)  Cel-Sci has also provided positive updates on other corporate issues recently, including a recent press 

release on its ongoing $50 million arbitration with its former Multikine trial clinical research organization 
(CRO). Earlier this month, the Company stated that it was nearing the conclusion of the arbitration, and that it 

had restructured its agreement with litigation funding firm Lake Whillans to further incentivize the Company’s 

law firm. Earlier this fall, Cel-Sci was successful in extending the expiration date of several series of warrants 

issued as part of a financing completed late last year, as well as in completing a new $3.5 million registered direct 

financing, which is expected to provide the Company adequate financial resources through the end of this calendar 

year and into next year.   

   

Conclusion/Stock Valuation 
  

Cel-Sci has revitalized its investment thesis this year, including getting a clinical hold on its key Phase 3 Multikine 

trial removed by the FDA, adding to its LEAPS pre-clinical program with an SBIR grant, bolstering its balance 

sheet, and nearing the end of its major arbitration with a former CRO. At this time, we are re-establishing our 

coverage on CVM shares, but placing a Neutral rating on these shares until a more definite timeline on major 

catalysts, including the conclusion of the Multikine trial and CRO arbitration, can be pinpointed.  

 

Risk Factors 

 

In addition to normal economic and market risk factors that impact most equities and the common risks 

shared by Cel-Sci with other companies in the industry, we believe an investment in CVM involves the 

following risks: 

 FDA and regulatory risks – Cel-Sci is subject to regulatory review for its ongoing research and development 

activities, principally the US Food and Drug Administration’s IND application process but also other 

international regulatory agencies. In addition, the Company’s pharmaceutical facilities and laboratories are 

subject to ongoing oversight and regulation, and any negative correspondence from the FDA could have an 

adverse effect on the ongoing operations of the Company.  

 Lack of historic profitability – Cel-Sci has not achieved operating profitability on an annual basis for several 

years, and according to our forecasts is not expected to do so in the near future. Although the Company 

maintains adequate cash reserves at the present time, the Company will need to raise additional working 

capital in the future as these operating losses continue. 

 Stock market risk — CVM shares are currently trading at prices below $2 per share, and thus shares could 

experience reduced share trading volumes in the future as well as the possibility of a reverse stock split for 

compliance purposes, thus making it difficult to buy or sell shares of CVM. 

 Need to defend patents and other intellectual property – Cel-Sci currently holds a number of US patents 

on its therapeutics and technologies.  The Company may be required to defend its patents in the US and 

overseas in the future, and there can be no assurance these defenses will be successful. 

 Competitive Markets – The Company may compete with a number of other pharmaceutical companies in 

its targeted oncology markets, some of which represent much larger companies. There can be no assurance 

that the Company will be able to successfully launch its products into these competitive markets in the future.  
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Important Disclosures: 

 

Price Chart: 

 

 
 
Price target and ratings changes over the past 3 years: 
Initiated – March 2, 2015 – Buy – Price Target $75 ($3 pre-split) 
Updated – Rating Suspended – August 31, 2016 (Different Analyst) 
Updated – October 12, 2017 – Rating re-established at Neutral  
 

Dawson James Securities, Inc. (the “Firm”) is a member of the Financial Industry Regulatory Authority (“FINRA”) and the 
Securities Investor Protection Corporation (“SIPC”).   

 
The Firm does not make a market in the securities of the subject company (s).  The Firm has NOT engaged in investment 
banking relationships with CVM in the prior twelve months, as a manager or co-manager of a public offering and has NOT 
received compensation resulting from those relationships.  The Firm may seek compensation for investment banking 
services in the future from the subject company(s).  The Firm has NOT received any other compensation from the subject 
company(s) in the last 12 months for services unrelated to the managing or co-managing of a public offering. 
 
Neither the research analyst(s) whose name appears on this report nor any member of his (their) household is an officer, 
director or advisory board member of these companies.  The Firm and/or its directors and employees may own securities 
of the company(s) in this report and may increase or decrease holdings in the future.  As of September 30, 2017, the Firm 
as a whole, however, did not beneficially own 1% or more of any class of common equity securities of the subject 
company. 

 
The Firm, its officers, directors, analysts or employees may effect transactions in and have long or short positions in the 
securities (or options or warrants related to those securities) of the companies subject to this report.  The Firm may effect 
transactions as principal or agent in those securities.   

 
Analysts receive no direct compensation in connection with the Firm's investment banking business.  All Firm employees, 
including the analyst(s) responsible for preparing this report, may be eligible to receive non-product or service specific 
monetary bonus compensation that is based upon various factors, including total revenues of the Firm and its affiliates as 
well as a portion of the proceeds from a broad pool of investment vehicles consisting of components of the compensation 
generated by investment banking activities, including but not limited to shares of stock and/or warrants, which may or may 
not include the securities referenced in this report.  
 
Although the statements in this report have been obtained from and are based upon recognized statistical services, issuer 
reports or communications, or other sources that the Firm believes to be reliable, we cannot guarantee their accuracy.  All 
opinions and estimates included in this report constitute the analyst’s judgment as of the date of this report and are 
subject to change without notice. 

 

Information about valuation methods and risks can be found in the “STOCK VALUATION” and 
“RISK FACTORS” sections of this report. 
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The securities of the company discussed in this report may be unsuitable for investors depending on their specific 
investment objectives and financial position.  This report is offered for informational purposes only, and does not 
constitute an offer or solicitation to buy or sell any securities discussed herein in any jurisdiction where such would be 
prohibited.  Additional information is available upon request. 

 
Ratings Definitions: 

 
1)   Buy:  the analyst believes the price of the stock will appreciate and produce a total return 

of at least 20% over the next 12-18 months; 
2)  Neutral: the analyst believes the price of the stock is fairly valued for the next 12-18 

months; 
3) Sell: the analyst believes the price of the stock will decline by at least 20% over the next 

12-18 months and should be sold. 

 
The following chart reflects the range of current research report ratings for all companies followed by the analysts of the 
Firm.  The chart also reflects the research report ratings relating to those companies for which the Firm has performed 
investment banking services. 
 

 

 
Analyst Certification: 

 
The analyst(s) whose name appears on this research report certifies that 1) all of the views expressed in this report 
accurately reflect his (their) personal views about any and all of the subject securities or issuers discussed;  and 2) no part 
of the research analyst’s compensation was, is, or will be directly or indirectly related to the specific recommendations or 
views expressed by the research analyst in this research report; and 3) all Dawson James employees, including the 
analyst(s) responsible for preparing this research report, may be eligible to receive non-product or service specific 
monetary bonus compensation that is based upon various factors, including total revenues of Dawson James and its 
affiliates as well as a portion of the proceeds from a broad pool of investment vehicles consisting of components of the 
compensation generated by investment banking activities, including but not limited to shares of stock and/or warrants, 
which may or may not include the securities referenced in this report. 
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