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COMPANY OVERVIEW AND PIPELINE:
Galena Biopharma, Inc. (GALE), formerly RXi Pharmaceuticals Corporation, is a biopharmaceutical
company focused on developing and commercializing oncology treatments. The company is pursuing
the development of cancer therapeutics using peptide-based immunotherapy products that seek to
prevent the recurrence of cancer in patients. Through their main product candidate – NeuVax
(nelipepimut-S, or “E75”) – the company intends to reduce the recurrence of breast cancer in low to
intermediate HER2-positive breast cancer patients. The company is also testing NeuVax in combination
with Herceptin (trastuzumab from Genentech/Roche) in node-positive and node-negative breast cancer
patients, and separately for use in treating gastric (stomach) cancer as well. Separately, the company is
also developing GALE-301, or Folate Binding Protein (FBP), for the treatment of ovarian and endometrial
cancers.
Furthermore, through their acquisition of Mills Pharmaceuticals in January 2014, GALE retained the
worldwide rights to anagrelide controlled release (CR), which was renamed GALE-401, for the treatment
of essential thrombocythemia (ET). Although anagrelide is already an FDA-approved product and has
been in use since the late 1990s, adverse side effects such as nausea, diarrhea, abdominal pain,
palpitations, tachycardia and headache have been known to occur. As a result, through clinical trials,
GALE has been reducing the maximum concentration (Cmax) to reduce these side effects while
preserving efficacy.
Lastly, GALE’s first commercial product – Abstral (fentanyl) Sublingual Tablets – is approved by the FDA
for the management of breakthrough cancer pain (BTcP) in patients with cancer who are already
receiving, and who are tolerant to, opioid therapy for their persistent baseline cancer pain. The tablet is
designed to dissolve under the tongue (sublingual) in seconds and provide relief of breakthrough pain
within minutes while matching the duration of the pain episode. Abstral was launched commercially by
GALE during the fourth quarter of 2013.
The company’s full pipeline is shown below:
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Source: http://galenabiopharma.com/pipeline/

MARKET AND COMPETITION:
BREAST CANCER:
According to GLOBOCAN 2012, breast cancer was the second most commonly diagnosed form of cancer
in 2012 with 1.7 million new cases, and accounting for nearly 12% of all new cancer cases. Since the
2008 estimates, breast cancer incidence has increased by more than 20% while mortality has increased
by 14%. With approximately 522,000 deaths in 2012, breast cancer is now the most common cause of
cancer death among women.1
Overall, incidence rates of breast cancer remain the highest in more developed regions, while mortality
is relatively higher in less developed countries due to a lack of early detection and access to treatment.
In the US specifically, over 230,000 women are diagnosed with breast cancer annually.2 Approximately
75% of breast cancer patients have tissue test positive for an increased amount of the HER2 receptor,
which is associated with disease progression and decreased survival.3 Since the majority of breast cancer
patients with low to intermediate HER2 IHC 1+/2+ do not have an approved and effective treatment
option to prevent cancer recurrence, GALE believes it can capitalize on this unmet need.
Currently, treatment options for early stage breast cancer typically include chemotherapy, hormonal
therapy, radiation therapy, or any combination of these options. For patients with tumors with high
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expressions of HER2 (IHC 3+), which account for approximately 20% to 30% of all breast cancer patients,
the HER2-targeted drug Herceptin (trastuzumab) may be administered as well as other novel targets
such as MUC1.
In addition, there are a number of cancer treatment options in development for breast cancer, including
Lapuleucel-T (Dendreon), AE-37 (Antigen Express), ONT-380 (Oncothyreon) and others such as Merck’s
failed Stimuvax drug that the company just re-launched in a phase III trial for lung cancer. While these
drug candidates are aimed at a number of different targets, perhaps AE-37 is the closest competitor to
GALE’s NeuVax with Oncothyreon (who is also combining their drug with trastuzumab) close behind.
Each of these drug candidates, however, are currently at different trial phases with NeuVax the furthest
along at phase III, AE-37 at phase II and ONT-380 at phase I. However, despite NeuVax’s progression, the
estimated completion date of the study is in 2024 with an estimated primary completion date in 2017.
Compare that to AE-37, which has an estimated study completion date of December 2015 – albeit for
phase II.
GASTRIC (STOMACH) CANCER:
Meanwhile, it is reported that each year almost one million people are diagnosed with stomach cancer
worldwide. More importantly, GLOBOCAN 2012 reported that stomach (gastric) cancer was the third
leading cause of cancer death in 2012, accounting for about 8.8% of cancer deaths – roughly 700,000.4
Overall, only approximately 20% of patients with stomach cancer live at least five years following
diagnosis,5 thereby reinforcing the need for new treatments to prevent disease recurrence.
Similar to breast cancer, the typical treatments for earlier stage stomach cancer include surgery,
chemotherapy, radiation, or a combination of these treatments. For patients whose tumors are HER2positive, trastuzumab can be added to chemotherapy, while ramucirumab (Cyramza) may also be an
option if chemotherapy stops working. Ultimately, however, treatment options for stomach cancer are
somewhat limited, with NeuVax possibly being a legitimate contender in the space.
OVARIAN AND ENDOMETRIAL CANCER:
According to the World Cancer Research Fund International, ovarian and endometrial cancers combined
account for about 4% of all cancer cases worldwide with over 550,000 new cases reported in 2012.6 In
the US, ovarian cancer occurs in more than 22,000 patients per year and is the most lethal gynecologic
cancer.7 Tumors are removed through surgery with patients undergoing platinum- and/or taxane-based
chemotherapy soon after. Although most patients respond to these treatment options, a majority of
them relapse, which significantly decreases their treatment options and success rates. Meanwhile,
endometrial cancer is the most common gynecologic cancer and occurs in more than 46,000 women
(resulting in about 8,000 deaths) in the US each year.8 As with ovarian cancer, treatment options for
endometrial cancer are also limited, ultimately favoring GALE’s Folate Binding Protein (GALE-301) drug
candidate, currently in a phase II trial.
ESSENTIAL THROMBOCYTHEMIA (ET):
Essential Thrombocythemia is a rare chronic blood disorder characterized by the overproduction of
platelets in the bone marrow, which may develop into acute myeloid leukemia or myelofibrosis. Galena

3

Galena Biopharma, Inc. (GALE)
Dubious Management and an SEC Investigation Will
Continue to Weigh on Shares

Rating:

SELL

Galena Biopharma, Inc.
4640 SW Macadam Avenue, Suite 270
Portland, OR 97239
Phone: 855-855-4253
http://www.galenabiopharma.com

believes ET meets the qualifications of an orphan drug given the fact there are currently 80,000-100,000
people with ET in the US and an annual incidence rate of about 8,000 new cases each year, with similar
rates in Europe.
Current treatment options for ET include Agrylin and its generic equivalents – hydorxyurea and
interferon alpha. Other investigational drug candidates include JAK2 inhibitors (LY2784544 from Eli Lily
and momelotinib from Gilead Sciences) and pegylated interferon alfa-2a (Pegasys from
Genetech/Roche).
BREAKTHROUGH CANCER PAIN (BTcP):
Lastly, breakthrough cancer pain occurs in an estimated 40%-80% of patients who are already receiving
chronic, long-acting opioid pain management and still have episodes of severe tumor- and treatmentrelated cancer pain. Breakthrough cancer pain occurs frequently in these patients (i.e. average range of
1-14 episodes per day) with a wide range of duration (between 1-240 minutes).9
Galena’s commercial launch of Abstral in the fourth quarter of 2013 joins several other approved
medications for BTcP including morphine, morphine and codeine derivatives and fentanyl. The company
directly competes with Fentora and Actiq (Teva Pharmaceutical); Subsys (Insys); Lazanda (Archimedes
Pharma); and Onsolis (BioDelivery Sciences International). Abstral also competes against some generic
fentanyl products from Mallinckrodt, Inc., Par Pharmaceutical Companies, Inc. and Actavis, Inc. Further,
there are a variety of other companies developing other treatments and technologies for the rapid
delivery of opioids to treat BTcP, such as transmucosal, transdermal, nasal sprays and inhaled sublingual
delivery systems.10
RECENT CONTROVERSY:
The recent controversy surrounding GALE can be traced back to evidence linking the company to a stock
promotions firm called the DreamTeam Group, who was hired by GALE in July 2013 for $50,000 for a
period of 240 days to publish promotional information with the intention of boosting the company’s
share price. This promotional information included “analyst” articles on websites, message boards,
social media, etc. This information was brought to light following the removal of two articles in February
2014 posted on Seeking Alpha that were published by the DreamTeam Group under two different
aliases in August 2013 and November 2013. Both of the pro-GALE articles were made to look as if they
were written by individual investors while failing to disclose a financial relationship with the DreamTeam
Group or GALE.
In a document obtained by TheStreet, it was disclosed that “by December 20, 2013, the DreamTeam
Group had published a total of 50 unique GALE-centered blogs that were distributed throughout the
DTG network and a number of investor-oriented community sites on the internet such as StockHouse,
StockTwits, Seeking Alpha and Wall Street Cheat Sheet.”11 While it is not illegal for companies to pay
firms for promotional purposes, these arrangements must be disclosed and must not be an attempt to
manipulate the market. More importantly, it should be noted that although it has been denied by
GALE’s CEO Mark Ahn, several insiders including Ahn profited directly from this promotional campaign
by selling shares of GALE in January 2014 after the stock rose from under $2/share in July 2013 to over
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$7/share in January 2014. Moreover, the sales below accounted for a significant percentage of the total
shares owned by these individuals.

Source: Morningstar

Furthermore, as a result of GALE’s activities surrounding DreamTeam and its insider sales, the company
disclosed that the SEC is investigating “certain matters relating to [their] company and an outside
investor-relations firm that [they] retained in 2013” in their annual report filed in March 2014.12 Coming
on the heels of several lawsuits against the company, the SEC’s investigation further cements the legal
troubles that will surely plague the company in the near future. While an unfavorable outcome is not
certain, the uncertainty associated with the investigation will surely weigh on shares for the time being.
If GALE is found to be guilty by the SEC and/or in the investor lawsuits, the company will likely face stiff
penalties that could drain their monetary resources. Moreover, any legal action against the company
will most certainly adversely impact GALE’s ability to access the capital markets.
OUTLOOK:
Personally, while the appearance of impropriety by the company’s management coupled with an SEC
investigation are enough to dissuade me from investing in shares of GALE, there are other aspects to
consider before making an investment decision regarding the company.
ABSTRAL:
Beginning with the company’s one commercially available product (Abstral), GALE – unlike most other
developmental stage biotechnology companies – is actually able to generate revenues. In fact, in the
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first quarter of 2014, the company reported $2.2 million in revenue while guiding in the range of $11
million to $15 million in full year sales for 2014. At a current market cap of approximately $340 million,
that puts GALE’s price to sales (P/S) ratio in the range of roughly 31 to 23, respectively. Additionally,
although gross margin was favorable in Q1 around 85%, the trend going forward should be monitored
closely for consistency and any expansion or contraction.
Moreover, of the product sales that GALE generated in Q1 2014, more than half came from one
customer (51%), while two other customers represented 15% and 12% of total sales. As of March 31,
2014, the company also had accounts receivable of 63%, 21% and 5% from those same three customers.
Going forward, the company’s reliance on one or more customers should be watched as GALE should
not become too dependent on one customer for the majority of their revenues.
In addition, since GALE acquired the rights to Abstral from Orexo AB, they will need to make three onetime future cash milestone payments based on their net sales of the product, as well as a low doubledigit royalty of future net sales until the last remaining licensed patents expire in 2019. These payments
are in addition to the amount GALE has already paid Orexo upfront – $10 million initially plus a $5
million milestone payment made in October 2013 following the FDA approval of Abstral.
Furthermore, while sales of Abstral are expected to increase in the future, the company anticipates sales
peaking at around $40 million to $60 million in the next three to five years. Not exactly what I would call
a home run. Although these sales should help the company fund their operating expenses in the future,
it is uncertain when, or even if, GALE will become profitable. For the most part, the company’s success
or failure rides on their other drug candidates – especially NeuVax.
One last note about Abstral that I came across was in looking at the company’s aforementioned
competitors in the BTcP market. A quick search on WebMD found the following list and accompanying
reviews. Upon reading the reviews of the various treatment options, it appears as though the top four
all had mostly positive reviews while Abstral’s three reviews were decidedly poor. Obviously this is an
extremely small sample size and should not be the basis for a negative view towards Abstral, but it is
something else to consider in addition to all of the above points.

Source: WebMD13
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TRIAL COMPLETIONS ARE NOT EXPECTED FOR SOME TIME:
Although some have questioned the validity of the data presented throughout the clinical trials of
NeuVax, management stands behind the results and if the data had been poor, the company would not
have progressed further into the process. However, given management’s recent questionable behavior,
it would not be shocking if the data were not as favorable as they have claimed.
More importantly, it is the time frame of the eventual completion dates for the company’s drug trials
that is most worrisome to me. For example, according to clinicaltrials.gov, the estimated study
completion date for nelipepimut-S (NeuVax by itself) is June 2024 with an estimated primary completion
date of June 2017. Even though interim results are expected within the next year, that is also just an
estimate.
Additionally, GALE’s combination study of NeuVax + Herceptin has an estimated completion date of
December 2017 and an estimated primary completion date of December 2015. Further, the company’s
other drug candidates (GALE-301 and GALE-401) have estimated completion dates for their respective
trials of April 2017 and July 2016, respectively.
Ultimately, it will be some time before GALE has another commercialized product for sale – if ever. Even
their main phase III trial candidate, NeuVax, is not expected for several more years mostly due to the
large size of their patient enrollment (700). Add to that the fact that GALE’s other drug candidates are
only in phase I or phase II trials at the moment. Considering the expenses involved in performing these
clinical trials, it is highly likely the company will use up their existing cash and will have to raise
additional capital through future equity offerings despite the company’s newfound revenue stream in
Abstral.
CASH BALANCE:
As of March 31, 2014, the company had approximately $52.4 million in cash and cash equivalents on its
balance sheet, which should be sufficient to fund their operations for greater than one year. While the
sales of Abstral should help offset the need to use these existing resources to some degree, the
company is expected to continue to incur net losses and negative cash flow for the foreseeable future,
especially as efforts to sell Abstral commercially are increased and GALE pursues additional clinical trials
in each of their drug candidates.
BOTTOM LINE:
While it is true that GALE operates in some very desirable parts of the oncology market and even has a
commercially available product in Abstral, there are a multitude of risks surrounding this so-called
battleground stock. When an investment is made in a company, you not only buy into the company’s
product(s) or potential product(s) you buy into the company’s management. Given the recent events
surrounding GALE’s management, an investment in the company is too risky at the moment especially in
the face of several investor lawsuits and an SEC investigation. A large fine or settlement could cripple
the company and send shares sharply lower. Moreover, long lead times between trial results leave the
company with little to no catalysts in the short-term. Ultimately, for the time being, the risk to the
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company’s shareholders is to the downside, and as a result I would suggest staying away from shares of
GALE for now.
Additional Information:
FDA Calendar Link: http://www.biopharmcatalyst.com/fda-calendar/
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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.
The information contained herein is not intended to be investment advice and does not constitute any form of invitation or
inducement by Michael Maggi, CFA and Money by Maggi 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.
FORWARD-LOOKING STATEMENT
This report may contain certain forward-looking statements and information, as defined within the meaning of Section 27A of the
Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934, and is subject to the Safe Harbor created by those
sections. This material contains statements about expected future events and/or financial results that are forward-looking in
nature and subject to risks and uncertainties. Such forward- looking statements by definition involve risks, uncertainties and other
factors, which may cause the actual results, performance or achievements of mentioned company to be materially different from
the statements made herein.
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COMPLIANCE PROCEDURE
Content is researched, written and reviewed on a best-effort basis. This document, article or report is written and authored by
Michael Maggi, CFA. An outsourced research services provider represented by Michael Maggi, CFA, provided Small Cap Specialists,
LLC this article or report. However, we are only human and are prone to make mistakes. If you notice any errors or omissions,
please notify us below. Small Cap Specialists, LLC and BrokerBank Securities, Inc. are not entitled to veto, interfere or alter the
articles, documents or report once created and reviewed by the outsourced research provider represented by Michael Maggi,
CFA. All parties responsible for the creation and dissemination of this report do not engage in high frequency trading.
NO WARRANTY OR LIABILITY ASSUMED
GALE has not compensated Small Cap Specialists, LLC, BrokerBank Securities, Inc., or Michael Maggi, CFA for the creation or
dissemination of this report. Small Cap Specialists, LLC and BrokerBank Securities, Inc., is not responsible for any error which may
be occasioned at the time of printing of this document or any error, mistake or shortcoming. Small Cap Specialists, LLC and
BrokerBank Securities, Inc. do not hold any positions in GALE. No liability is accepted by Small Cap Specialists, LLC and BrokerBank
Securities, Inc. whatsoever for any direct, indirect or consequential loss arising from the use of this document. Small Cap
Specialists, LLC and BrokerBank Securities, Inc. expressly disclaims any fiduciary responsibility or liability for any consequences,
financial or otherwise arising from any reliance placed on the information in this document. Small Cap Specialists, LLC and
BrokerBank Securities, Inc. do not (1) guarantee the accuracy, timeliness, completeness or correct sequencing of the information,
or (2) warrant any results from use of the information. The included information is subject to change without notice.
Small Cap Specialists, LLC is the party responsible for hosting the full analyst report. BrokerBank Securities in the party responsible
for issuing the press release and Michael Maggi, CFA, is the author of research report. Small Cap Specialists, LLC has compensated
Michael Maggi, CFA two hundred dollars and fifty dollars for the right to disseminate this report. BrokerBank Securities has been
compensated one hundred dollars to issue press release by Small Cap Specialists, LLC. Information in this report is fact checked
and produced on a best efforts basis by Michael Maggi, CFA.
CFA® and Chartered Financial Analyst® are registered trademarks owned by CFA Institute.
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