
 

INSTITUTIONAL RESEARCH 

Healthcare & Biotechnology 

COMPANY UPDATE 
                      Member FINRA/SIPC 
 

Toll Free: 561-391-5555      www.DawsonJames.com      1 N. Federal Highway, 5th Floor    Boca Raton, FL  33432 

 

Please find Important Disclosures beginning on Page 5. 
Page 1 of 6 

January 27, 2015 

 

 

 

 

  

 

Investment Highlights 

 
1) Arrowhead has met a bump in the road with its lead clinical 

candidate, ARC-520, following a recent call from the US FDA 

placing a partial clinical hold on its Phase 2b study in chronic 

hepatitis B (HBV) infected patients. Under the recent hold, announced 

in mid-January, Arrowhead must start its new multiple-dose study at 1 

mg/kg of ARC-520, rather than the proposed parallel study design of 2 

and 4 mg/kg dosages, until the Company can provide the agency more 

information on the ongoing Phase 2a trial, which included dosage levels 

of 1, 2, 3 and later 4 mg/kg. The FDA intends to provide Arrowhead with 

a more complete letter regarding the agencies’ concerns and information 

needs by mid-February. Late last year, Arrowhead submitted its IND 

application to the FDA for  two proposed Phase 2b studies with ARC-

520, including the Heparc-2002 study for patients who test negative for 

hepatitis B e-antigen (HBeAg) at screening and the Heparc-2003 study 

for patients who test positive for HBeAg. The primary objectives of the 

studies will to be to evaluate the depth of HBsAg decline in response to 

multiple doses of ARC-520 in patients with HBV, with secondary 

objectives assessing safety and tolerability, as well as pharmacokinetics 

when co-administered with entecavir and tenofovir. Meanwhile, 

Arrowhead is completing its Phase 2a clinical trials with ARC-520, 

including the key final dosage level of 4 mg/kg, and expects to complete 

the trial by mid-year 2015.  

   

2) Last year Arrowhead also diversified its R&D portfolio with the 

mid-year nomination of its ARC-AAT clinical candidate for patients 

with Alpha-1 antitrypsin deficiency (AATD), a large-scale orphan 

liver disease with approximately 100,000 sufferers in the US. Arrowhead 

has filed for regulatory approval in Australia to begin a Phase 1 trial of 

up to 48 patients, with a single ascending dose administered to both 

healthy volunteers and AATD patients. The primary objectives of the 

trial will be to measure the safety and tolerability of escalating doses of 

ACR-AAT and also to evaluate the pharmacokinetics of the various 

dosage levels. Secondary objectives will include the evaluation of the 
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depth and duration of the decline in serum total alpha-1 antitrypsin levels as well as the time needed for serum 

alpha- antitrypsin levels to return to baseline. The early plan for Arrowhead’s ARC-AAT clinical program follows 

closely with that of its ARC-520, also conducted in Australia, where time between initial filing of the Phase 1 

plan, completion of enrollment, and publication of final results was only six months, approximately, between 

May and December of 2013. Arrowhead also continues to explore advancement of additional clinical candidates, 

focusing on siRNA candidates in the liver disease as well as extra-hepatic medical areas, as well as maintaining 

its R&D facility in Madison, Wisconsin and pursuing strategic partnerships and research collaborations.  

 

3)   Arrowhead recently reported financial results for its fiscal 2014 year ending September, including 

revenues of $175,000 and a net loss of $58.6 million, or ($1.25) per share, as compared with revenues of $290,000 

and a net loss of $31.1 million or ($1.30) per share in fiscal 2013. The higher net loss in 2014 was due primarily 

to increased R&D activities, which was evident in higher R&D expenses of $23.1 million versus $8.7 million, as 

well as increased salaries and payroll-related costs of $12.8 million as compared with $6.7 million. Arrowhead 

also incurred approximately $11.6 million in non-cash charges and one-time items, and operating cash burn in 

2014 for the Company was about $47 million. At the end of the fiscal year, Arrowhead held over $177.2 million 

in cash and investments, boosted significantly during 2014 through two securities offerings. For current fiscal 

year 2015E, we are estimating that stepped-up R&D activities, including a new Phase 2b clinical trial for ARC-

520 and a Phase 1 trial for ARC-AAT, which may begin in the near-term, will increase operating expenses, and 

thus expanding net losses for Arrowhead to $65.7 million or ($1.20) per share, however, well within the 

Company’s current level of cash resources.   

 

 

Conclusion 
 

Arrowhead shares have dropped in recent months in response to preliminary results from its ARC-520 Phase 2a 

trial and delay in the start of its Phase 2b trial, down to the point where ARWR shares are currently trading at 

valuations of only 2.3X book value and 2.1X recent cash per share, and just slightly above our most recent price 

target from 2013. Still, until more clarity can be seen related to the direction of its clinical programs, especially 

ARC-520, we are maintaining our Neutral rating on ARWR shares at the present time.  

 

 

Catalysts/Investor Timeline 

1) Publications in peer-reviewed scientific journals on DPCs and Peptide targeting – Ongoing 2014-15 

2) Presentation of complete ARC-520 data on chronic HBV chimpanzee at AASLD – early November 

2013 

3) Completion of Phase 1 clinical dosing study on healthy volunteers (Australia) with ARC-520  – 

Calendar Q4/2013 

4) Complete patient dosing in Phase 2a ARC-520 trial  – mid-2015  

5) Initiation of Phase 2b trial for ARC-520 in Chronic HBV patients – 2015 

6) Initiation of Phase 1 trial for ARC-AAT in AATD patients in Australia – H1/2015 

7) Initiation of proof-of-concept clinical trials for new drug candidates  – 2015-16 
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Risk Factors 

 

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

shared by Arrowhead with other companies in the industry, we believe an investment in Arrowhead 

Research involves the following risks: 

 

 FDA and regulatory risks – Arrowhead is subject to regulatory review for its ongoing research and 

development activities, principally the US Food and Drug Administration but also potentially with other 

international regulatory agencies as well.    

 Reliance on joint venture partners — At present, Arrowhead has a number of partnership agreements 

signed in both the development and drug discovery areas.  Partnerships and joint ventures bring certain 

risks that are not present in internal operations, such as potential delays, company disagreements, or 

unforeseen financial difficulties at the partnering entity, and there can be no assurance that these 

partnerships will prove to ultimately successful. 

 Need to defend patents and other intellectual property – At present, Arrowhead holds a large number 

of patents in the US and in foreign jurisdictions with additional patents pending in the US and 

internationally related to drug delivery platform technologies and processes. The Company may need to 

defend its patents in the US and overseas in the future, particularly if one or more products receive 

regulatory approval and are successfully marketed.    

 Need to raise additional capital - Currently, Arrowhead has enough cash on hand to fund ongoing 

research and marketing development programs well beyond calendar 2016, approximately. However, the 

Company does not have a history of profitable operations and unforeseen events including potential delays 

in regulatory approvals could require Arrowhead to raise additional capital through the sale of equity 

within a shorter time-frame, therefore potentially diluting current shareholders. 

 Limited stock liquidity – Trading volume in Arrowhead stock is comparatively light.  As such, news 

regarding Arrowhead, its target market, partners and/or competitors could lead to significant volatility in 

the stock price.  

 Competitive Markets – The Company will potentially compete in its target pharmaceutical markets with 

a number of other large multi-national manufacturers, generic drug companies, and specialty pharma 

firms, some of which represent much larger companies. There can be no assurance that the Company will 

be able to successfully launch new products into these competitive markets in the future.  

 Recent acquisition activity – Over the past several years, Arrowhead has completed several major 

acquisitions. These acquisitions will require the Company to integrate existing operations and staff over 

time, and there can be no assurance that Arrowhead management will be able to avoid unforeseen 

problems with past (or future) acquisitions.  In addition, several of these acquisitions were completed at 

least in part through the issuance of common stock in Arrowhead, which can be dilutive and harmful to 

trading activity in certain cases should these shares come out into the market in a non-orderly fashion. 
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Source: Dawson James Securities, Inc. estimates; Company documents
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Important Disclosures: 

 

Price Chart: 

 

 
 

 
Price target and ratings changes over the past 3 years: 
Initiated – February 26, 2013 – Price Target $4.00  
Updated – August 8, 2013 – Price Target increased to $6.50  
Downgraded to Neutral – January 30, 2014  
 

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 profiled company.  The Firm has received investment banking 
compensation from this company in the past and may seek compensation for investment banking services in the future.  
The Firm has not received any other compensation from the profiled company in the last 12 months. 
 
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 December 31, 2014, 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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