Lumos Pharma Announces a Clinical Collaboration with Massachusetts General Hospital (MGH) to
Evaluate Oral LUM-201 in Nonalcoholic Fatty Liver Disease (NAFLD) in a Phase 2 InvestigatorInitiated Trial
May 5, 2022
The IND application for this pilot trial to evaluate oral growth hormone secretagogue, LUM-201, in NAFLD has been
approved by the FDA
AUSTIN, Texas, May 05, 2022 (GLOBE NEWSWIRE) -- Lumos Pharma, Inc. (NASDAQ:LUMO), a clinical-stage biopharmaceutical company focused
on therapeutics for rare diseases, initially targeting pediatric growth hormone deficiency, today announced a collaboration with Laura Dichtel, MD of
Massachusetts General Hospital to evaluate the orally administered growth hormone (GH) secretagogue, LUM-201, in Nonalcoholic Fatty Liver
Disease (NAFLD). The investigational new drug (IND) application for this pilot trial has received a study may proceed letter by the FDA.
“I look forward evaluating the use of LUM-201 for patients with NAFLD," said Laura Dichtel, MD, Assistant Professor, Harvard Medical School,
Department of Endocrinology, Neuroendocrine Unit. "Prior studies have demonstrated growth hormone’s potential to treat NAFLD, given the
hormone’s lipolytic actions in addition to its role as an anti-inflammatory cytokine. Based on these findings, LUM-201, an oral growth hormone
secretagogue, could prove to be an efficacious therapeutic for those suffering from this chronic liver disease.”
“Lumos Pharma is honored to partner with Dr. Dichtel and Massachusetts General Hospital to evaluate LUM-201 in NAFLD,” commented Rick
Hawkins, CEO and Chairman of Lumos Pharma. “Nonalcoholic fatty liver disease is estimated to be prevalent in approximately 25% of adults
worldwide. Hepatic steatosis can progress to nonalcoholic steatohepatitis (NASH) with fibrosis, and NASH-associated liver failure is one of the leading
causes of liver transplant in the United States. While we remain focused on our core LUM-201 program in PGHD and identifying the next therapeutic
area for LUM-201, we are pleased to support Mass General’s exploration of additional indications for LUM-201.”
This investigator-initiated Phase 2 trial is a single-site, 6-month, open-label pilot study of daily oral LUM-201 in adults with NAFLD. The trial will
evaluate a dose of 25 mg/day of LUM-201 in 10 men and women with NAFLD. GH is a critical stimulator of lipolysis, and preclinical data suggest that
amplifying GH secretion has the potential to reduce hepatic steatosis and prevent NAFLD progression. Interestingly, enhancing the natural pulsatile
release of GH has been shown clinically in short-term studies to be more efficacious in inducing lipolysis than continuous infusions of GH. The primary
endpoints will be to determine the changes in both intrahepatic lipid content and hepatic inflammation and fibrosis with growth hormone (GH)
augmentation as measured by 1H-MRS and Perspectum’s Liver MultiScan®. Perspectum’s LiverMultiScan® is the leading non-invasive digital tool for
liver diagnostics, giving physicians key indications of liver tissue characteristics to empower their diagnostic and patient management decisions.
Biopsies will be conducted on a subset of patients to obtain additional information at the genetic and cellular level in this indication.
Lumos Pharma approved an unsolicited grant application for this study and will supply LUM-201 for this pilot trial. Lumos Pharma has a pending
application for a method-of-use patent for LUM-201 in NAFLD and retains all intellectual property rights for LUM-201 in this indication.
About LUM-201
LUM-201 (ibutamoren) is an orally administered small molecule that promotes the secretion (secretagogue) of Growth Hormone (GH) from the
pituitary gland.1 LUM-201 acts as an agonist of the GH Secretagogue Receptor to stimulate GH release and to suppress the release of somatostatin.2
LUM-201 has been observed to increase the amplitude of endogenous pulsatile GH secretion in humans, which mimics the natural pattern of GH
secretion. 3,4 This therapeutic candidate has been studied in more than 1,200 patients, both adult and pediatric, and was generally well tolerated with
the most commonly reported adverse events being digestive systems events, including appetite increase. Mild elevations in liver enzymes without
accompanying changes in bilirubin were also reported. LUM-201 has received Orphan Drug Designation in both the US and EU.
About Nonalcoholic Fatty Liver Disease (NAFLD)
Nonalcoholic fatty liver disease (NAFLD) is a buildup of excess fat in the liver (hepatic steatosis) in the absence of significant alcohol consumption.
Hepatic steatosis can progress to nonalcoholic steatohepatitis (NASH) with fibrosis, and NASH-associated liver failure is one of the leading causes of
liver transplant in the United States. It is estimated that approximately 25% of the worldwide adult population have NAFLD and an estimated 1.5-6.4%
of the worldwide adult population have NASH.5
About Lumos Pharma
Lumos Pharma, Inc. is a clinical stage biopharmaceutical company focused on the development and commercialization of therapeutics for rare
diseases. Lumos Pharma was founded and is led by a management team with longstanding experience in rare disease drug development and
received early funding from leading healthcare investors, including Deerfield Management, a fund managed by Blackstone Life Sciences, Roche
Venture Fund, New Enterprise Associates (NEA), Santé Ventures, and UCB. Lumos Pharma’s lead therapeutic candidate is LUM-201, an oral growth
hormone stimulating small molecule, currently being evaluated in a Phase 2 clinical trial, the OraGrowtH210 Trial, and a PK/PD trial, the
OraGrowtH212 Trial, for the treatment of Pediatric Growth Hormone Deficiency (PGHD). If approved by the FDA, LUM-201 would provide an orally
administered alternative to recombinant growth hormone injections that PGHD patients otherwise endure for many years of treatment. LUM-201 has
received Orphan Drug Designation in both the US and EU. For more information, please visit https://lumos-pharma.com/.
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Cautionary Note Regarding Forward-Looking Statements
This press release contains forward-looking statements of Lumos Pharma, Inc. that involve substantial risks and uncertainties. All such statements
contained in this press release are forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995, a law that
gives us the opportunity to share our outlook for the future without fear of litigation if it turns out our predictions were not correct.
We are passionate about our business, including LUM-201 and the potential it may have to help patients in the clinic. This passion feeds our optimism
that our efforts will be successful and bring about meaningful change for patients. Please keep in mind that actual results or events could differ
materially from the plans, intentions and expectations disclosed in the forward-looking statements that we make.
We have attempted to identify forward-looking statements by using words such as “projected,” "upcoming," "will," “would,” "plan," “intend,” "anticipate,"
"approximate," "expect," “potential,” “imminent,” and similar references to future periods or the negative of these terms. Not all forward-looking
statements contain these identifying words. Examples of forward-looking statements include, among others, statements we make regarding progress
in our clinical efforts including comments concerning screening and enrollment for our trials, anticipating interim analyses of trials, expecting the
primary outcome data readout for our trials, the potential to expand our LUM-201 platform into other indications, future financial performance, results
of operations, cash usage and cash position and sufficiency of our cash resources to fund our operating requirements through the primary outcome
data readout from the OraGrowtH210 and OraGrowtH212 Trials, and any other statements other than statements of historical fact.
We wish we were able to predict the future with 100% accuracy, but that just is not possible. In addition to other considerations referenced in this
paragraph, the recent conflict between Ukraine and Russia has increased the uncertainty in that region and may impact our business in the future. Our
forward-looking statements are neither historical facts nor assurances of future performance. Actual results or events could differ materially from the
plans, intentions and expectations disclosed in the forward-looking statements that we make due to a number of important factors, including the effects
of pandemics, other widespread health problems or the Ukraine-Russia conflict, the outcome of our future interactions with regulatory authorities, our
ability to project future cash utilization and reserves needed for contingent future liabilities and business operations, the ability to obtain the necessary
patient enrollment for our product candidate in a timely manner, the ability to successfully develop our product candidate, the timing and ability of
Lumos to raise additional equity capital as needed and other risks that could cause actual results to differ materially from those matters expressed in or
implied by such forward-looking statements.
You should not rely on any of these forward-looking statements and, to help you make your own risk determinations, we have provided an extensive
discussion of risks that could cause actual results to differ materially from our forward-looking statements in the "Risk Factors" section and elsewhere
in Lumos Pharma’s Annual Report on Form 10-K for the year ended December 31, 2021, as well as other reports filed with the SEC including our
Quarterly Reports on Form 10-Q. All of these documents are available on our website. Before making any decisions concerning our stock, you should
read and understand those documents.
We anticipate that subsequent events and developments will cause our views to change. We may choose to update these forward-looking statements
at some point in the future, however, we disclaim any obligation to do so. As a result, you should not rely on these forward-looking statements as
representing our views as of any date subsequent to the date of this press release.
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