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Investment Highlights 
What happened to Brainstorm’s ALS therapy – NurOwn? An FDA advisory panel 

voted on the question: Has substantial evidence of effectiveness meeting the approval 

standard been demonstrated by the evidence presented?  1 Yes, 17 No, 1 Abstain. From 

the FDA review documents: BrainStorm argues that the "ALSFRS-R [which measures 

12 aspects of physical function] cannot measure further decline once items reach 0, 

making a treatment effect difficult to measure in participants with lower ratings”, and 

"a floor effect could appear as an improvement or slowing of decline and thereby be 

misclassified as a clinical response”. BrainStorm put forth that the lack of efficacy in 

the overall population was due to the subgroup impacted by the floor effect. The FDA 

documents say that the FDA did not observe a "floor effect" in the subgroup and says 

that "...the lack of efficacy of MSC-NTF over placebo cannot be explained by a floor 

effect”. 

 

Mesoblast (MESO - Not rated): The FDA rejected remestemcel-L last month. This is 

the second time regulators rejected the therapy. In both rejections, the FDA pointed to 

the same issues: the potency assay and an adult-population study. The FDA flagged the 

lack of a suitable potency assay for the candidate used during the last pivotal trial in 

pediatric patients. According to the regulator, this has been a crucial roadblock in 

considering the trial an “adequate study” that could demonstrate remestemcel-L’s 

effectiveness. 

 

BioCardia (BCDA-Neutral Rated): The company recently reported that the phase 3 

trial was likely to fail when the independent data safety monitoring board had 

recommended pausing enrollment pending the analysis of patients that were then 

completing one-year follow-up. BioCardia has now seen results from the 102 

randomized patients who have completed their one-year review—and the trial failed its 

multiple endpoints.  

 

Risks to our thesis include the following: (1) clinical; (2) regulatory; (3) commercial; 

(4) manufacturing; (5) financial; (6) liability; and (7) intellectual property.  

 

Regenerative (Stem Cell) Companies Continue to 

Fail – This Time it’s BrainStorm (Not Rated) 

 
BrainStorm (BCLI-not rated) -   FDA Panel Reject 

NurOwn 
    

We previously followed most of the regenerative medicine companies including 

BrainStorm (BCLI-not Rated), Mesoblast (MESO-Not Rated), Athersys (ATHX-Not 

Rated), and BioCardia (BCDA-Neutral Rated). A recent string of clinical/regulatory 

failures does not bode well for the promise of these therapies. Why do they keep 

failing? We believe a combination of factors such as a limited therapeutic effect 

combined with under-capitalized companies have led to poorly designed 

(underpowered) trials. In addition, inconsistent potency of the product, improper 

dosing and dosing schedules, a poor understanding of endpoints, and the disease 

variability being treated have contributed to failures. 
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Companies mentioned in this report: 

Athersys (ATHX), BioCardia (BCDA), BrainStorm(BCLI) and Mesoblast (MESO). 

 

Important Disclosures: 

 

 

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 

the subject companies 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 other compensation from the subject company(s) in the last 12 months for services unrelated to 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 27, 2023, the Firm as a whole did not beneficially own 1% or more of any class of common equity 

securities of the subject company(s) of this report. The Firm, its officers, directors, analysts or employees may affect transactions in and have long or 

short positions in the securities (or options or warrants related to those securities) of the company(s) subject to this report.  The Firm may affect 

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. 

 

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. 

 

Current as of  27-Sep-23       

  
Company 
Coverage   

Investment 
Banking   

Ratings Distribution # of Companies % of Total # of Companies 
% of 

Totals 

Market Outperform (Buy) 22 64.70% 3 8.80% 

Market Perform (Neutral) 12 35.30% 3 8.80% 

Market Underperform (Sell) 0 0% 0 0.00% 

  Total 34 100% 6 17.60% 
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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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