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52 Wk. Lo/Hi 

0.13 – 3.46 
 Core Investment Case – A Stem Cell Therapy ALS 

       

BCLI (lighter line) vs. Nasdaq price relative 

 Our CICs do not have valuations or forecasts. Financials are from Refinitiv et al. 

BrainStorm Cell Therapeutics Inc. (Nasdaq: BCLI) is a biotechnology company 

focused on developing autologous mesenchymal stem cell (MSC) therapies 

for the treatment of neurodegenerative diseases – BCLI’s primary target is the 

fatal amyotrophic lateral sclerosis (ALS/MND/Lou Gehrig’s). BCLI’s’s 

proprietary technology platform, NurOwn®, stimulates Mesenchymal Stem 

Cells to emit neurotrophic factors (MSC-NTF), which promote the survival of 

neurons across multiple disease states. BCLI is planning to launch a Phase 3b 

trial of NurOwn in ALS patients. Positive results from the trial are likely to act 

as a major catalyst for BCLI’s valuation and the path for marketing approval. 

Wednesday, 13 March 2024    

        

 ➢  Stem cells - Biotech company focusing on stem cell therapies for 

neurogenerative diseases ; 
    

 ➢  ALS - Significant unmet medical need for the treatment of fatal 

amyotrophic lateral sclerosis (ALS) – BCLI’s lead indication; 
    

 ➢  Orphan Drug (US/EU) - Fast Track designation for ALS by the U.S. 

FDA, and Orphan Drug Status in the U.S. and Europe; 
   

 ➢   P3b - Late-stage pipeline – NurOwn for ALS in Phase 3b    

   

 
 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

    

 

  

   

   

   

   

Close Price 0.308

52 wk Range Low 0.13

52 wk Range High 3.46

MCAP (m) $15.09

EV (m) $16.56

Index: Publ ic XNAS

Financia l  YE 31-Dec

Reporting Currency USD

Lis ting Currency USD

Business Activity

Key Metrics
Gross  debt (m) $2.89

Cash (m) $1.42

Net Debt (Cash) (m) $1.47

Net Operating Cash -$21.82

Revenue (m) N/A

Net Income (loss ) (m) -$16.63

Key Ratios
9.74%

Healthcare Sector Research
NasdaqCM Market Index

ACF Healthcare Team
+44 20 7419 7928
healthcare@acfequityresearch.com

Healthcare

(Net Cash) / 

Shareholder Equity %
USD (m) MCAP EV RoA % RoE % NCO

Levered 

FCF

TTM 15.09 16.56 -142.26% N/A -21.82 -13.79

Multiples EV/ Revs P/ S Trai l  PE BV/ Share P/ B Current

TTM N/A N/A N/A -0.06 -5.14 0.24

ACF EQUITY RESEARCH LIMITED CORE INVESTMENT CASE 
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Our ACF core investment cases do not come with a 

valuation or forecasts. They often precede a full 

initiation note with valuations and forecasts. 

 

The financial metrics in this core investment case 

are based solely upon financial report and accounts 

and publicly available data from platforms such as 

Refinitiv, they do not contain our analysis, forecasts 

or valuation work, these will be found in our 

forthcoming initiation note and subsequent 

research updates et al. 

 

 

 

Investment Case 
 
BrainStorm Cell Therapeutics Inc. (Nasdaq: BCLI) has developed a proprietary 

technology platform, NurOwn®, that induces autologous mesenchymal stem 

cells (MSCs) to secrete high levels of neurotrophic factors (NTFs), key to 

prolonging neuron survival and improving neurological function. NurOwn’s 

lead indication treatment is for the fatal disease amyotrophic lateral sclerosis 

(ALS), which has significant unmet need. Additionally, BCLI is assessing 

NurOwn for other neurogenerative diseases including, progressive multiple 

sclerosis (PMS). BCLI plans a Phase 3b study of NurOwn for ALS and has also 

submitted a Special Protocol Assessment (SPA) request to the U.S. FDA. 

NurOwn: A Unique Cell Therapy for Neurogenerative Disorders –BCLI’s 

differentiated and specialised MSC-NTF cells release various neurotrophic 

factors and immunomodulatory cytokines, which appear to enhance the 

survival of neurons and contribute to improved neurological function. The lead 

indication for NurOwn is ALS, the platform has broad potential for addressing a 

spectrum of neurodegenerative diseases, encompassing progressive multiple 

sclerosis (PMS), Parkinson’s disease (PD), autism spectrum disorder (ASD), and 

Huntington's disease (HD). 

ALS: High Unmet Medical Need: Amyotrophic lateral sclerosis (ALS) is a fatal 

neurodegenerative disorder that affects motor nerve cells in the brain and the 

spinal cord. This degeneration leads to muscle weakness, disability, and 

ultimately, fatality. Nearly 450,000 patients worldwide are estimated to have 

the ALS condition, with 30,000 in America and 51,000 in Europe. The median 

survival rate for patients is currently between 2 to 5 years. Current treatment 

options (Riluzole and Radicava) deliver limited efficacy. There remains a high 

unmet need for an effective treatment alternative that can slow, halt or reverse 

ALS disease progression.  

SPA Submission to De-risk Phase 3b Trial: BCLI is planning a Phase 3b trial and 

has submitted a trial design to the US FDA.  Around 200 individuals experiencing 

early in their ALS disease course will participate in a two-part study. BCLI has 

also submitted a Special Protocol Assessment (SPA) request to the FDA on its 

design of the P3b trial. An SPA signifies consensus with the FDA on the overall 

adequacy and acceptability of the protocol design.  We are encouraged by 

participation in the SPA as it helps de-risk the regulatory process. 

Catalysts  
Rerating - Approval by the U.S. FDA on the design of the Phase 3b Trial; 

Increased NPV - Progress on the other pipeline candidate targeting progressive 

multiple sclerosis (PMS). 

 

 

 

 

 

 
On 8th March 2024, competitor Amylyx, using a very 
different therapeutic approach from BCLI’s stem cell 
therapy approach, announced results of its P3 
AMX0035 therapy for ALS, the results were 
disappointing and though the Amylyx results are a 
significant set-back for those with the extremely 
upsetting ALS condition, BCLI’s own therapy offers 
continued near term hope and may become the only 
efficacious therapy for mild and moderate ALS 
sufferers.  
 
Amylyx P3 AMX0035 (sodium phenylbutyrate and 
taurursodiol) Phoenix study ‘did not meet its 
primary endpoint of reaching statistical significance 
(p=0.667) as measured by change from baseline in 
the Revised Amyotrophic Lateral Sclerosis 
Functional Rating Scale (ALSFRS-R) total score at 
Week 48, nor was there statistical significance seen 
in secondary endpoints’ according to the Amylyx 
release. BCLI is using a stem cell approach, which is 
a radically different therapy. BCLI’s therapy is also 
within the P3 stage process. 
 
In BCLI management’s view NurOwn’s clinical 
evidence and the unique mechanism of action 
provide alternative and continued hope for patients. 
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Operational Strategy 
 

 

Our ACF core investment cases do not come 

with a valuation or forecasts. They often 

precede a full initiation note with 

valuations and forecasts. 

 

The financial metrics in this core 

investment case are based solely upon 

financial report and accounts and publicly 

available data from platforms such as 

Refinitiv, they do not contain our analysis, 

forecasts or valuation work, these will be 

found in our forthcoming initiation note 

and subsequent research updates et al. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

BCLI has argued over time that its NurOwn 

therapy for ALS is best applied to early 

stage and perhaps mild to moderate ALS 

patients. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

BCLI’s strategy is to advance its proprietary technology platform, NurOwn, for the 

treatment of neurogenerative diseases, particularly ALS, its lead indication. BCLI is also 

targeting other neurological diseases, such as Progressive Multiple Sclerosis (PMS), 

where the Company has already completed a Phase 2 study. BCLI has been granted 

Fast Track designation for ALS and has also received Orphan Drug Status in the U.S. 

and Europe. This status offers the potential for an extended period of exclusivity. BCLI 

is attempting to resubmit NurOwn through the regulatory approval process after an 

earlier failed attempt wherein its Phase 3 trial data failed to provide sufficient 

evidence for the therapy’s efficacy, in the view of U.S. FDA.  

 

There has since been a regulatory reorganisation spearheaded by the Center for 

Biologics Evaluation and Research (CBER) via which, a new super office, the Office of 

Therapeutic Products (OTP) has been formed that deals with Brainstorm’s therapy 

approvals. The OTP has undergone a change of leadership that comes with what 

appears to be a more balanced/constructive approach. BCLI is currently targeting the 

cohort of patients who are early in their ALS disease course. 

 

Phase 3b Trial Design Announced; SPA Submitted to the U.S. FDA  

The company is optimistic that the forthcoming Phase 3b trial will generate sufficient 

data on the therapeutic benefits of its ALS stem cell therapy for early stage and 

perhaps mild to moderate ALS sufferers, facilitating the submission of a new marketing 

application for regulatory approval.  

 

Around 200 individuals experiencing mild-to-moderate ALS will participate in a two-

phase study. The initial phase, Part A, spans 24 weeks and involves a randomized, 

double-blind design. The subsequent phase, Part B, extends for an additional 24 weeks 

and adopts an open-label approach. The study’s main goal will be to assess whether 

NurOwn has the potential to slow the decline in patients' functional abilities. This 

assessment will be based on the changes observed in the Revised ALS Functional 

Rating Scale (ALSFRS-R) scores. 

 

Brainstorm Cell Therapeutics (BCLI) has submitted a Special Protocol Assessment (SPA) 

request to the FDA for its design of the phase 3b trial. The SPA program will enable 

BrainStorm to establish agreement with the FDA regarding the design of the Phase 3b 

trial, ensuring that the study is deemed sufficient by the FDA to support a subsequent 

marketing evaluation. The FDA decision on the approval of the SPA request is awaited. 

 

We look forward to the FDA’s decision on the SPA as well as the design of the Phase 

3b trial. We are encouraged by FDA participation in the SPA as it helps de-risk certain 

regulatory pathway aspects of the BCLI approval plan. 
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Management Team 
 

 ➢ CEO, Chaim Lebovits. 
 

 
 

 

 

 

 

 

 

 

Mr. Lebovits joined BrainStorm Cell Therapeutics (BCLI) in July 

2007 and was appointed CEO in September 2015. Chaim has driven 

the transition of the Company from an early/preclinical stage 

company to its current phase 3b clinical program stage in the 

United States. More recently, Mr. Lebovits has been involved in 

recruiting several biotech executives with critical clinical 

development and path-to-market experience to support the  

 development and regulatory filing of autologous MSC-NTF cells in ALS and MS.  
  

➢ Co-CEO, Stacy Lindborg. 
 

 
 

 

 

 

 

 

Ms. Lindborg joined BrainStorm Cell Therapeutics in June 2020 and 

was appointed as the co-Chief Executive Officer in January 2023. 

She has over 25 years of experience in the healthcare sector in 

R&D, regulatory, strategy development, analytics and big data. 

Previously, Stacy held senior level positions at Eli Lilly & Company 

and Biogen. She was actively involved in R&D strategy and helped 

work through regulatory manufacturing inspections  
 citations. She holds a Ph.D. in statistics from Baylor University 
  

➢ Executive Vice President (EVP) and CDO, Bob Dagher. 
 

 
 
 

 

 
 

 

 

Mr. Dagher joined Brainstorm Cell Therapeutics in July 2023. Bob 

serves as EVP and Chief Development Officer (CDO). He brings 

particular expertise as a physician scientist and drug developer in 

the pharma sector. Bob has over 20 years of experience in 

Pharmaceuticals and was formerly a board-certified physician 

from the American Board of neurology and psychiatry and has a 

focus on neurodegenerative disorders. His professional roles  
 include time at Sanofi Aventis, Genzyme and GSK. Prior to Brainstorm, Bob was CMO 

at Enveric Biosciences, WCG Medavante-Prophase and Cadent Therapeutics. He has 
successfully delivered preclinical, P1, P2, P3 and P4 post marketing projects in drug 
development. His medical degree (MD) was obtained via St. Joseph and Bordeaux 
universities joint program and his residency was completed at Boston University 
School of Medicine.  
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Risks 
 

Our ACF core investment cases do not come 

with a valuation or forecasts. Our CICs 

often precede a full initiation note with 

valuations and forecasts. 

 

The financial metrics in this core 

investment case are based solely upon 

financial report and accounts and publicly 

available data from platforms such as 

Refinitiv, they do not contain our analysis, 

forecasts or valuation work, these will be 

found in our forthcoming initiation note 

and subsequent research updates et al. 

 

 

 

.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Funding risk – The Company has incurred significant losses in prior periods and 

expects more losses over the coming years as it advances its development and 

commercial programs. The Company would need access to capital to fund these 

losses. To date, the Company has generated no revenue and is unlikely to do so in the 

near future. As such, we expect BCLI to raise additional funding. Failure to raise 

sufficient funds could raise doubts over its ability to remain a going concern. 

 

Regulatory risk – The process of obtaining and maintaining regulatory approvals for 

new therapeutic products is time consuming, expensive, and uncertain. BCLI must 

provide the FDA and foreign regulatory authorities with preclinical and clinical data 

demonstrating that NurOwn is safe and effective before it can be approved for 

commercial sale. Any preclinical or clinical test may fail to produce results that are 

satisfactory to the FDA. 

 

Competition risk - The biotechnology and pharmaceutical industry is highly 

competitive. There are many companies that are seeking to develop products and 

therapies for the treatment of the same range of diseases as BCLI. Many of the 

competitors have substantially greater financial resources and more experience in 

advancing the drugs through various stages of regulatory approvals and then to 

commercialization. 

 

Intellectual Property risk – BCLI is near-term dependent on its proprietary technology 

platform, NurOwn, and therefore, its near-term success depends on its ability to 

protect its IP. BCLI holds 27 granted patents and 23 patent applications in the United 

States, Canada, Europe, and Israel, as well as in additional countries worldwide. This 

includes key patents related to the production method of the Company’s proprietary 

stem cells. Failure to be able to protect its IP in practice could have an adverse impact 

on the business operations.  

 

Personnel - Small and mid-sized companies are more dependent on their C-

suite/executive management teams than large and mega-cap global companies. The 

loss of key personnel can have a disproportionate impact on valuation and investor 

perception compared to similar events at larger, more mature (often ex-growth) 

companies. 
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Notes [Intentionally Blank] 
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Check the Independence of Research 
 

 As a result of MiFID II and the unbundling of commissions in the UK and Europe and various comparable 

unbundling legislation originating in the US, over time, the payment models for research have changed. This 

also means that nano to mid-cap and even some larger cap companies can no longer obtain research via 

their broker or investment banking relationship as it is no longer commercially viable to do so.  

 

Investment (equity) research has always been a business and, as such, has always been paid for. Over its 

evolution since the 1920s investment research has been paid for using a variety of models. Since the 1950s 

investment research has been paid for after production and publication either via trading commissions, 

transaction fees (money raising, IPO, M&A etc.), via stock payments, opaque retainer structures or cross 

subsidization - investment research paid for in these ways is subject to opaque high levels of bias and is 

recognized as such and now legislated against by US, UK and EU regulators.  

 

We recommend readers in any market or geography request the following checks are carried out and 

answered as indicated below in order to obtain investment research that is as independent and with as few 

biases as possible: 

 
 

 

Is the research MIFID II compliant 
 

YES  

 
 

Is the research provided by a broker and paid for after it has been produced. 
 

NO  

 
 

Is the research potentially cross subsidized by other investment banking services.  
 

NO  

 
 

Is the research potentially or actually paid for in shares or other financial instruments. 
 

NO  

 
 

Has the research been paid for in advance of production via cleared funds. 
 

YES  

  

 I, Christopher Nicholson, hereby confirm that ACF Equity Research Ltd.’s investment research products 

conform to the above five [5] checks.  

 

 
 Christopher Nicholson 

Managing Director 

Head of Research 

ACF Equity Research Ltd 

 
 To make an exception to the above principles for one client would be to damage our research brand and 

the investment all other clients past, present and future have or will make in our independent research 

services. 
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Disclosures 
 

 Important Research Disclosures 

Christopher Nicholson (Head of Research) certifies that (1) the views expressed in this report accurately 
reflect our personal views about all of the subject companies and securities and (2) no part of our 
compensation was, is, or will be directly or indirectly related to the specific recommendations or views 
expressed in this report. 

The analyst(s) responsible for preparing this report received compensation on the basis of a fixed fee paid 
in advance and is not in any way contingent upon positive opinions and conclusions in its research report. 
ACF Equity Research does not engage in investment banking, which would create a conflict of interest. 

ACF Equity Research's policy is to update research reports as it deems appropriate, based on developments 
with the subject company, the sector, or the market that may have a material impact on the research views 
or opinions stated herein. 

ACF Equity Research's policy is only to publish investment research that is impartial, independent, clear, 
fair, and not misleading. 

Conflicts of Interest 

ACF Equity Research does at its sole discretion engage in the business of investment research production 
and related services such as capital markets general and specific advice for which it receives a fixed fee 
payable in advance with companies that are the subject of its research reports and where this is the case it 
is clearly stated at the bottom of the first page of the report that the company that is the subject of the 
report is a client of ACF Equity Research. Although ACF Equity Research does not permit these factors to 
compromise its objectivity investors should proceed on the basis that such financial relationships may 
create a conflict of interest that could affect the objectivity of this report.  

This report is not intended to provide personal investment advice. The opinions herein do not consider 
individuals’ circumstances, objectives, needs, or goals, and therefore are not recommendations of any 
securities, financial instruments, or investment strategies. The reader of this report must make its, his, or 
her own independent decisions regarding any securities or financial instruments mentioned herein.  

 This report is not in any sense an offer or solicitation for the purchase or sale of a security or financial 
instrument. The statements herein have been taken from sources we believe to be reliable, but such 
statements are made without any representation as to accuracy or completeness or otherwise, except with 
respect to any disclosures relative to ACF Equity Research or its research analysts. Opinions expressed are 
our own unless otherwise stated and are subject to change without notice. 

In the United Kingdom (UK) ACF Equity Research is regulated by the Financial Conduct Authority (FCA). In 
the US neither ACF Equity Research nor its analyst(s) are a FINRA registered broker-dealer or investment 
adviser and ACF Equity Research does not provide investment banking services. 

This report belongs to ACF Equity Research and is not attributable to the company featured in its report and 
is based solely on publicly available information about the company featured in the report. 
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INDEPENDENCE & DISTRIBUTION 
ACF Equity Research Ltd is a provider of issuer-pays research with a clearly defined independent ethic. ACF produces 

accurate, clear, focused research aimed at a professional investment audience. ACF has excellent distribution capabilities 

and always aims to provide access without restriction to the widest professional audience.  ACF offers a range of additional 

services to support its clients. 

DISCLAIMER 

This communication is for informational purposes only. It is not intended as an offer or solicitation for the purchase or 

sale of any financial instrument or as an official confirmation of any transaction. [The opinions expressed in this report 

herein do not take into account individual investor circumstances, objectives, or needs and are not intended as 

recommendations of particular securities, financial instruments or strategies to particular clients. The recipient of this 

report must make its own independent decisions regarding any securities or financial instruments mentioned herein.] ACF 

Equity Research Ltd has based this document on information obtained from sources it believes to be reliable, but which it 

has not independently verified. Neither ACF Equity Research Ltd. nor any of its directors, officers, employees or agents 

shall have any liability, however arising, for any error, inaccuracy or incompleteness of fact or opinion in this research 

report or lack of care in this research report’s preparation or publication, or any losses or damages which may arise from 

the use of this research report. All market prices, data and other information are not warranted as to completeness or 

accuracy and are subject to change without notice. [Past performance is not necessarily a guide to future performance 

and no representation or warranty, express or implied, is made by ACF Equity Research Ltd. with respect to future 

performance. Any recommendation or opinion contained in this research report may become outdated as a consequence 

of changes in the environment in which the issuer of the securities under analysis operates, in addition to changes in the 

estimates and forecasts, assumptions and valuation methodology used herein.] 

IMPORTANT DISCLOSURES FOR U.S. INVESTORS 

This research report was prepared by ACF Equity Research Ltd., a company authorized to engage in securities activities in 

the United Kingdom. ACF Equity Research Ltd. is not a registered broker-dealer in the United States and, therefore, is not 

subject to U.S. rules regarding the preparation of research reports and the independence of research analysts. This 

research report is provided for distribution to “major U.S. institutional investors” in reliance on the exemption from 

registration provided by Rule 15a-6 of the U.S. Securities Exchange Act of 1934, as amended. Any U.S. recipient of this 

research report wishing to effect any transaction to buy or sell securities or related financial instruments based on the 

information provided in this research report should do so only through, a registered broker-dealer in the United States. 

The analyst who prepared this research report is not registered or qualified with the Financial Industry Regulatory 

Authority (“FINRA”) and may not be associated with a U.S. broker dealer and as such, would not be subject to applicable 

restrictions under FINRA Rules on communications with a subject company, public appearances and trading securities held 

by a research analyst account. 

[Investing in any non-U.S. securities or related financial instruments (including ADRs) discussed in this research report may 

present certain risks. The securities of non-U.S. issuers may not be registered with, or be subject to the regulations of, the 

U.S. Securities and Exchange Commission. Information on such non-U.S. securities or related financial instruments may 

be limited. Foreign companies may not be subject to audit and reporting standards and regulatory requirements 

comparable to those in effect within the United States.] 

LEGAL NOTICE 

This report is for authorized use by the intended recipient(s) only. It may contain proprietary material, confidential 

information and/or be subject to legal privilege. No part of the content of this research report may be copied, forwarded 

or duplicated in any form or by any means without the prior consent of ACF Equity Research Ltd. and ACF Equity Research 

Ltd. accepts no liability whatsoever for the actions of third parties in this respect.  
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IMPORTANT ADDITIONAL DISCLOSURES FOR U.K. INVESTORS 

The information in this report has been prepared by ACF Equity Research Ltd (ACF). The research is published for 

information purposes only. It is not intended as an offer or solicitation for the purchase or sale of any securities or any 

financial instruments.  

ACF has based this document on information obtained from sources it believes to be reliable but which it has not 

independently verified. All market prices, data and other information are not warranted as to completeness or accuracy 

and are subject to change without notice. Any comments or statements made herein do not necessarily reflect those of 

ACF Equity Research Limited.  The material should not be regarded by recipients as a substitute for the exercise of their 

own judgment. Past performance does not guarantee future performance.  

The analyst(s) responsible for covering the securities in this report receive compensation based upon, among other factors, 

the overall profitability of ACF which may, from time to time, solicit business from any of the companies referred to in this 

report.  The analyst(s) responsible for covering securities in this report may not hold a position in any or related securities 

in this report in ACF’s sector universe on in any other sector in which ACF carries out research.  The company does not 

hold any position in the securities mentioned in this report. 

This research report and its contents are intended for professional investors and not for retail investors.  A marketing 

communication under FCA Rules, this document has not been prepared in accordance with the legal requirements 

designed to promote the independence of investment research and is not subject to any prohibition on dealing ahead of 

the dissemination of the investment research. ACF Equity Research Limited is authorised and regulated by the Financial 

Conduct Authority.  However the contents of this research report are produced as if ACF Equity Research Limited is 

unregulated and consequently this report does not contain investment recommendations or ratings. 

ACF, its directors, employees and agents accept no liability whatsoever for any loss or damage of any kind arising out of 

the use of all or part of these materials. The information in this report is provided with the understanding that ACF is not 

acting in a fiduciary capacity. Certain laws and regulations impose liabilities which cannot be disclaimed. This disclaimer 

shall in no way constitute a waiver or limitation of any rights a person may have under such laws and/or regulations. 

Copyright © 2022 ACF Equity Research all rights reserved. Additional information is available upon request. 

Copyright 2022 ACF Equity Research Ltd. All rights reserved. 

 

ACF Equity Research Limited, 125 Old Broad Street, London, EC2N 1AR, U.K. 
Tel: +44 (020) 7558 8974 
Website: www.acfequityresearch.com 


