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Reviva Pharmaceuticals Receives FDA Orphan Designation for
RP5063 for the Treatment of Idiopathic Pulmonary Fibrosis (IPF)
April 10, 2018 02:45 AM Eastern Daylight Time
SUNNYVALE, Calif.--(BUSINESS WIRE)--Reviva Pharmaceuticals, Inc. (Reviva), a privately held, clinical stage
pharmaceutical company, today announced that the U.S. Food and Drug Administration (FDA) has granted Orphan Drug
Designation for its clinical stage drug candidate, RP5063, for the treatment of idiopathic pulmonary fibrosis (IPF).
“Obtaining the Orphan Drug Designation is a significant regulatory milestone as well as a notable achievement for Reviva,
since it validates the significant therapeutic potential of RP5063 for the treatment of IPF,” said Laxminarayan Bhat, Ph.D.,
Founder, President and CEO of Reviva. “IPF is a devastating disease with limited treatment options and no cure. RP5063,
however, provides a novel mechanism of action that has the potential to impact multiple aspects of this disease and,
combined with convenient delivery options, RP5063 affords hope to many patients suffering from this debilitating disease.”
RP5063 has shown robust efficacy in highly recognized translational animal models proven to emulate pulmonary fibrosis
in humans. RP5063 significantly improved survival rate, reduced inflammatory cytokines and tissue scarring (fibrosis) in
the lungs of bleomycin-induced pulmonary fibrosis animal model, indicating the potential for clinically meaningful
improvement and stabilization of lung function. IPF and pulmonary arterial hypertension (PAH) are fatal lung diseases that
share some common pathophysiology. Recently, the FDA has also granted Orphan Drug Designation to RP5063 for the
treatment of PAH. Thus, Reviva is planning to initiate phase 2 clinical trials for IPF and PAH in the very near future.
The FDA’s Orphan Drug Designation is granted for investigational drugs that treat a rare disease or condition affecting
fewer than 200,000 patients in the U.S. With the orphan designation, Reviva qualifies for various incentives including FDA
assistance in clinical trial design, tax credits for clinical trial costs, an exemption from the FDA user fee and seven years of
market exclusivity in the United States from when market approval is granted.
About Idiopathic Pulmonary Fibrosis (IPF)
IPF is a progressive, debilitating and fatal disease that affects approximately 3 million people worldwide, and 150,000
people in the United States with approximately 48,000 new cases diagnosed annually.
The term “idiopathic” is used in the name of the disease because the primary cause of pulmonary fibrosis is yet unknown.
IPF, however, is characterized by inflammation and fibrosis of the lungs, hindering the ability to process oxygen and
causing shortness of breath. Since IPF is a progressive disease, lung scarring (fibrosis) and related respiratory symptoms
increase in severity over time with a median survival time from diagnosis of two to five years and a five-year survival rate of
approximately 20 percent. Currently, the treatment options are limited and there is no cure.
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RP5063, is a new chemical entity (NCE) with a novel mechanism of multimodal modulation of serotonin and dopamine
signaling pathways. Whilst dysfunctional serotonin (5-HT) signaling in the brain contributes to the pathophysiology of
neuropsychiatric and neurological diseases, in the lung it leads to pulmonary fibrosis (PF) and pulmonary arterial
hypertension (PAH). Serotonin signaling involving the 5-HT2A/2B/7 receptors of the lung has been reported to mediate
vasoconstriction, vascular remodeling, and vascular inflammation, fibrosis and proliferation that are all hallmarks of PF and
PAH. RP5063, is a potent inhibitor of the 5-HT2A/2B/7 receptors and, consequently, attenuates these functional changes in a
series of well recognized, state-of-the-art, translational animal models proven to emulate PF and PAH conditions in
humans.
Reviva has already successfully completed a multicenter, multinational phase 2 clinical study for RP5063 in patients with
schizophrenia and schizoaffective disorders where it demonstrated robust efficacy with remission in acute schizophrenia
and promising efficacy for comorbid negative, cognition, depression and mood symptoms. Moreover, RP5063 showed an
excellent safety and tolerability profile compared to placebo with no weight gain, metabolic, cardiac or movement side
effects, which resulted in good acceptance and compliance. It also had a highly acceptable and predictable
pharmacokinetic profile. Data from preclinical and clinical studies with RP5063 are currently available in several published
research articles in peer reviewed journals (http://revivapharma.com/publications/).
About Reviva Pharmaceuticals
Reviva Pharmaceuticals Inc. (Reviva), is located in Sunnyvale, California and is a clinical stage pharmaceutical company
focused on developing a portfolio of internally discovered next generation therapies that address unmet medical needs in
the therapeutic areas of the central nervous system (CNS), cardiovascular and inflammatory diseases. Reviva has a
strong patent portfolio and several products in the pipeline at various stages of development.
Reviva’s leadership team has a proven background and a track record in successful product development, regulatory
approval and commercialization. For additional information, please visit our website at www.revivapharma.com.
Forward Looking Statements
This press release contains forward-looking statements made pursuant to the “safe harbor” provisions of the Private
Securities Litigation Reform Act of 1995. Forward-looking statements reflect management’s current knowledge,
assumptions, judgment and expectations regarding future performance or events, they give no assurance that such
expectations will prove to be correct. Forward-looking statements are subject to a number of risks and uncertainties, but
not limited to, our liability to obtain additional capital on acceptable terms, or at all, including additional capital which will be
necessary to complete the clinical trials, the availability of top-line-data-delays in enrollment, delays caused by institutional
review boards or regulatory agencies, shortage of clinical trial supplies, dependence on clinical trial collaborators, loss of
any executive officers or key personnel or consultants. Undue reliance should be placed on forward-looking statements,
which speak only as of the date they are made, and the facts and assumptions underlying the forward-looking statements
may change. Except as required by law, Reviva disclaims any obligation to update these forward-looking statements to
reflect future information, events or circumstances.
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