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SUMMARY

PROBABILITY SENTIMENT
Advantageous

November Catalyst: Aramchol
SanaCurrents forecasts an advantageous probability Galmed (GLMD) will post
positive results in an abstract report focused on its phase IIb study of Aramchol
in patients suffering from NASH (non-alcoholic steatohepatitis). The phase IIb
results will be presented at the American Association for the Study of Liver
Diseases in mid-November.

NASH is a condition in which excessive amounts of fat is stored in one’s liver.
Due to the growing prevalence of obesity and diabetes, NASH is expected to
become a severe economic burden in the next two decades. The market to
treat NASH is expected to increase to $25.3 billion annually by 2026, up from
more than $618 million currently. The competitive market includes Gilead
(GILD), Intercept (ICPT) and several other companies. While Galmed’s lead
candidate is further behind than competitors, its novel mechanism of action
could allow it to capture selective market share.
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Unlike most NASH drugs in development, which focus on increasing fat and
cholesterol metabolism, Aramchol blocks the liver enzyme SCD1 directly.
Aramchol also has an additional mechanism of action that allows it remove
excess cholesterol from the liver. Galmed claims the combination of the two
actions results in a superior safety profile over competing NASH drugs. To
some extent, this claim has been validated in previous clinical trials.
Early in 2018, Aramchol reported disappointing results for its phase IIa study,
ARRIVE, which recruited more than 50 patients suffering with HIV-associated
lipodystrophy and NAFLD. However, Galmed rebounded quickly in June,
reporting positive results from a phase IIb study, ARREST, which focused on
treating a less specific population of NASH patients. Diving more into the data
from the ARRIVE study the percentage of patients with at least a 5% reduction
was 36.7% and 47.0% for the 400mg and 600mg arms, respectively. And
patients given 600 mg dose achieved NASH resolution without worsening of
fibrosis at 12% higher rate than the placebo.
One concern regarding these data points, however, is the underwhelming
statistical significance, as many of the p values were above .05, or failed to
meet the .05 threshold of statistical significance. In addition, ARREST’S primary
endpoints were not pace with other NASH players like Madrigal $MDGL. Using
a specific example, Madrigal’s MGL-3196 patients achieved a 27% rate of NASH
resolution (p=0.02), compared to only a 19.2% for Aramchol (p=0.05). And
MGL-3196 posted its results in a shorter time frame.
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THE EDGE
When Galmed was initially slotted to present at the American Association for the Study of Liver Disease, it originally
planned to report preclinical combination studies. On October 2, Galmed announced a late abstract to be added for the
ARREST study. The timing of the announcement indicates subsequent data analysis may have revealed more positive
results As a result, Galmed shares may move significantly upon this news, as Galmed is trading 50% lower than it was
after the ARREST study results were first announced.
Predicting Galmed’s long-term future is difficult. Galmed is pushing Aramchol through a phase III trial, and still has to
meet with the FDA to determine the structure of the trial. In the past, FDA has been insistent on two endpoints for any
late stage studies: A NASH resolution without the worsening of fibrosis, and an improvement in fibrosis without the
worsening of NASH. Interestingly, these were the two endpoints that did not meet statistical significance in the ARREST
study. Even if a larger patient pool helps improve the p value for these endpoints, the overall efficacy from competitor
drugs could still outperform Aramchol. Aramchol’s safety profile, however, may be enough to convince regulators
Aramchol is a viable NASH treatment. If approved, there may be a niche in the crowded NASH market for Aramchol,
possibly in patients suffering from milder symptoms of NASH. Another possibility is in NASH patients suffering from
type II diabetes, as Aramchol mechanism of action can decrease insulin resistance.
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Financial Disclaimer
Please be advised that GeoInvesting™ is strictly a research and publishing firm, of general and regular circulation, which falls within
the publisher’s exemption to the definition of an “investment advisor” under Section 202(a)(11)(A) – (E) of the Securities Act (15 U.S.C.
77d(a)(6) (the “Securities Act”). GeoInvesting™ is not registered as an investment advisor under the Securities Act or under any state
laws. None of our trading or investing information, including the Content, GeoInvesting™ Email, Executive Casts and/or content or
communication (collectively, “Information”) provides individualized trading or investment advice and should not be construed as such.
Accordingly, please do not attempt to contact GeoInvesting™, or SanaCurrents™, its members, partners, affiliates, employees,
consultants and/or hedge funds managed by partners of GeoInvesting™ (collectively, the “Geoinvesting™ Parties”) to request
personalized investment advice, which they cannot provide. The Information does not reflect the views or opinions of any other
publication or newsletter.
We publish Information regarding certain stocks, options, futures, bonds, derivatives, commodities, currencies and/or other securities
(collectively, “Securities”) that we believe may interest our Users. The Information is provided for information purposes only, and
GeoInvesting™ is not engaged in rendering investment advice or providing investment-related recommendations, nor does
GeoInvesting™ solicit the purchase of or sale of, or offer any, Securities featured by and/or through the GeoInvesting™ Offerings and
nothing we do and no element of the GeoInvesting™ Offerings should be construed as such. Without limiting the foregoing, the
Information is not intended to be construed as a recommendation to buy, hold or sell any specific Securities, or otherwise invest in
any specific Securities. Trading in Securities involves risk and volatility. Past results are not necessarily indicative of future performance.
The Information represents an expression of our opinions, which we have based upon generally available information, field research,
inferences and deductions through our due diligence and analytical processes. Due to the fact that opinions and market conditions
change over time, opinions made available by and through the GeoInvesting™ Offerings may differ from time-to-time, and varying
opinions may also be included in the GeoInvesting™ Offerings simultaneously. To the best of our ability and belief, all Information is
accurate and reliable, and has been obtained from public sources that we believe to be accurate and reliable, and who are not insiders
or connected persons of the applicable Securities covered or who may otherwise owe any fiduciary duty or duty of confidentiality to
the issuer. However, such Information is presented on an “as is,” “as available” basis, without warranty of any kind, whether express
or implied. GeoInvesting™ makes no representation, express or implied, as to the accuracy, timeliness or completeness of any such
Information or with regard to the results to be obtained from its use. All expressions of opinion are subject to change without notice,
and GeoInvesting™ does not undertake to update or supplement any of the Information.
The Information may include, or may be based upon, “Forward-Looking” statements as defined in the Securities Litigation Reform Act
of 1995. Forward-Looking statements may convey our expectations or forecasts of future events, and you can identify such
statements: (a) because they do not strictly relate to historical or current facts; (b) because they use such words such as “anticipate,”
“estimate,” “expect(s),” “project,” “intend,” “plan,” “believe,” “may,” “will,” “should,” “anticipates” or the negative thereof or other
similar terms; or (c) because of language used in discussions, broadcasts or trade ideas that involve risks and uncertainties, in
connection with a description of potential earnings or financial performance. There exists a variety of risks/uncertainties that may
cause actual results to differ from the Forward-Looking statements. We do not assume any obligation to update any Forward-Looking
statements whether as a result of new information, future events or otherwise, and such statements are current only as of the date
they are made.
You acknowledge and agree that use of GeoInvesting’s™ Information is at your own risk. In no event will GeoInvesting™ or any
affiliated party be liable for any direct or indirect trading losses caused by any Information featured by and through the GeoInvesting™
Offerings. You agree to do your own research and due diligence before making any investment decision with respect to Securities
featured by and through the GeoInvesting™ Offerings. You represent to GeoInvesting™ that you have sufficient investment
sophistication to critically assess the Information. If you choose to engage in trading or investing that you do not fully understand, we
may not advise you regarding the applicable trade or investment. We also may not directly discuss personal trading or investing ideas
with you. The Information made available by and through the GeoInvesting™ Offerings is not a substitute for professional financial
advice. You should always check with your professional financial, legal and tax advisors to be sure that any Securities, investments,
advice, products and/or services featured by and through the GeoInvesting™ Offerings, as well as any associated risks, are appropriate
for you.
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