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Matinas BioPharma Commences Dosing in
Phase 1 Study of Orally Administered
Aminoglycoside Antibiotic MAT2501

– MAT2501 previously received Orphan Drug and Qualified Infectious Disease Product
designations for treatment of nontuberculous mycobacterium infections by U.S. FDA –

– Phase 1 data expected in the first half of 2017 –

BEDMINSTER, N.J., Dec. 05, 2016 (GLOBE NEWSWIRE) --  Matinas BioPharma Holdings,
Inc. (OTCQB:MTNB), a clinical-stage biopharmaceutical company focused on identifying and
developing safe and effective broad spectrum therapeutics for the treatment of serious and
life-threatening infections, announced today that it has commenced dosing in the Phase 1
clinical study of its lead antibiotic product candidate MAT2501, under development for the
treatment of nontuberculous mycobacterium infections (NTM) as an initial indication.  Data
from this study is expected to be announced in the first half of 2017. 

MAT2501 is Matinas BioPharma’s orally-administered, encochleated formulation of the
broad spectrum IV-only aminoglycoside antibiotic agent amikacin, which utilizes the
Company’s proprietary lipid-crystal nano-particle delivery technology. Amikacin is currently
used to treat different types of chronic and acute bacterial infections, including NTM
infections and various multidrug-resistant gram negative bacterial infections. IV-administered
amikacin is associated with major side effects including nephrotoxicity and ototoxicity
(permanent loss of hearing) with long-term use.

“We are thrilled to have started the dosing of subjects in this Phase 1 study of MAT2501, the
third dosing commencement in a human study by the Company over the last three months.
We have made great strides on the clinical development front this year across our entire
pipeline.  The start of this study represents an important step forward in advancing our
proprietary cochleate formulation of amikacin into human clinical trials, which we believe
could be a game-changing orally available aminoglycoside antibiotic treatment,” said Roelof
Rongen, Chief Executive Officer.

“We now have two product candidates in the clinic and expect the first half of 2017 to be an
exciting time for our Company and its stockholders.  We anticipate important clinical data
from this Phase 1 study of MAT2501, as well as our ongoing Phase 2 studies with MAT2203,
our orally delivered formulation of the antifungal amphotericin B,” added Mr. Rongen.

This Phase 1 study is a double-blind, placebo-controlled, single ascending dose study to
evaluate the safety, tolerability, and pharmacokinetics of MAT2501 in healthy adult subjects.
The primary objectives of the study are to assess the pharmacokinetic (PK) profile of
amikacin following single ascending oral doses of MAT2501 as well as safety and tolerability.
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Secondary objectives include the assessment of the effect of food on the PK of amikacin
following a single oral dose of MAT2501.

MAT2501 is specifically designed to provide targeted delivery of the potent antibiotic
amikacin while providing a significantly improved safety and tolerability profile, in order to
allow for chronic dosing of this potent antibiotic agent. In preclinical studies MAT2501
demonstrated oral bioavailability and targeted delivery of amikacin directly to the site of
infection in both pulmonary (lung) and disseminated NTM infections.  FDA guidance for the
treatment of patients with of NTM infections refractory to guideline therapy includes a
treatment duration in the range of 12 to 18 months.  The profile of MAT2501 was designed
to allow for safe and tolerable use of amikacin during such long-term treatment.

The U.S. Food and Drug Administration (FDA) has already designated MAT2501 as a
Qualified Infectious Disease Product (QIDP) and as an Orphan Drug for the treatment of
NTM. Orphan Drug designation of MAT2501 provides for a seven-year marketing exclusivity
period against competition in the United States upon FDA approval, as well as other
incentives and exemptions, including waiver of Prescription Drug User Fee Act (PDUFA)
filing fees and tax credits for the cost of the clinical research. If MAT2501 is ultimately
approved by the FDA, the seven-year period of marketing exclusivity from orphan
designation combined with the additional five years of marketing exclusivity provided by the
QIDP designation, provides for a potential total of 12 years of marketing exclusivity.

The Company also intends to explore the development of MAT2501 for the treatment of a
variety of multi-drug resistant, gram negative bacterial infections.

About Nontuberculous Mycobacteria

Nontuberculous mycobacteria (NTM) are naturally occurring organisms found in water, soil,
plants and animals. NTM causes many serious and life-threatening diseases, including
pulmonary disease, skin and soft tissue disease, joint infections and, in
immunocompromised individuals, disseminated infection. The most common clinical
manifestation of NTM disease is pulmonary, or lung, disease. NTM lung infection occurs
when a person inhales the organism from their environment. While most people do not
become ill, some individuals develop a slow, progressive and destructive disease when NTM
infects the airways and lung tissue leading to inflammation in the respiratory system.
Individuals susceptible to the infection often have an unknown defect in their lung structure
or immune system, lung damage from a pre-existing chronic obstructive pulmonary disease
(COPD), such as emphysema and bronchiectasis, cystic fibrosis, or an immune deficiency
disorder, such as HIV or AIDS.

There are about 50,000 to 90,000 people with NTM pulmonary disease in the United States,
with a much higher frequency in older adults, and these numbers appear to be increasing.
However, NTM can affect any age group. Without treatment, the progressive lung infection
caused by NTM results in severe cough, fatigue, and often weight loss. In some people NTM
infections can become chronic and require ongoing treatment. Treatment may be difficult
because NTM bacteria may be resistant to many common types of antibiotics. Severe NTM
lung disease can have a significant impact on quality of life and can be life-threatening.

About MAT2501
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MAT2501 is an orally-administered, encochleated formulation of the broad spectrum IV-only
aminoglycoside antibiotic agent amikacin, which utilizes the Company’s proprietary, lipid-
crystal, nanoparticle delivery technology. Amikacin is currently used to treat different types of
chronic and acute bacterial infections, including NTM infections and various multidrug-
resistant gram negative bacterial infections. IV-administered amikacin is associated with
major side effects including nephrotoxicity and ototoxicity (permanent loss of hearing) with
long-term use.  MAT2501 is specifically designed to provide targeted delivery of the potent
antibiotic amikacin while providing a significantly improved safety and tolerability profile. In
preclinical studies MAT2501 demonstrated oral bioavailability and targeted delivery of
amikacin directly to the site of infection in both pulmonary (lung) and disseminated NTM
infections. Matinas recently received FDA clearance to initiate a Phase 1 clinical study of
MAT2501 under the open IND for the treatment of non-tuberculous mycobacterium
infections. The FDA has also designated MAT2501 as a QIDP and an Orphan Drug for the
treatment of NTM infections. The Company intends to initially develop MAT2501 for the
treatment of NTM infections and will also explore the development of MAT2501 for the
treatment of a variety of multi-drug resistant, gram negative bacterial infections. If approved,
we believe MAT2501 would become the first orally bioavailable aminoglycoside and
represent a significant improvement over existing therapies from a treatment and health
economic perspective.

About Matinas BioPharma

Matinas BioPharma is a clinical-stage biopharmaceutical company focused on identifying
and developing safe and effective broad spectrum therapeutics for the treatment of serious
and life-threatening infections. The Company's proprietary, disruptive technology utilizes
lipid-crystal nano-particle cochleates to nano-encapsulate existing drugs, making them safer,
more tolerable, less toxic and orally bioavailable. The Company's lead drug candidate is
MAT2203, an orally-administered, encochleated formulation of amphotericin B (a broad
spectrum fungicidal agent). The Company has an open Investigational New Drug (IND)
application for MAT2501, which is an orally-administered, encochleated formulation of
amikacin (a broad spectrum aminoglycoside antibiotic agent) for acute bacterial infections,
including non-tuberculous mycobacterium (NTM) and multi-drug resistant gram negative
bacterial infections.

The Company's lead anti-infective product candidates, MAT2203 and MAT2501, position
Matinas BioPharma to become a leader in the safe and effective delivery of anti-infective
therapies utilizing its proprietary lipid-crystal nano-particle cochleate formulation technology.
For more information, please visit www.matinasbiopharma.com and connect with the
Company on Twitter, LinkedIn, Facebook, and Google+.

Forward Looking Statements: This release contains "forward-looking statements" within
the meaning of the Private Securities Litigation Reform Act of 1995, including those relating
to the Company's strategic focus and the future development of its product candidates,
including MAT2203 and MAT2501, the anticipated timing of regulatory submissions, the
anticipated timing of clinical studies, the Company’s ability to identify and pursue
development and partnership opportunities for its products or platform delivery technology
on favorable terms, if at all, and the ability to obtain required regulatory approval and other
statements that are predictive in nature, that depend upon or refer to future events or
conditions. All statements other than statements of historical fact are statements that could

https://www.globenewswire.com/Tracker?data=7ul5MCaOPohtd7Stxz7ufaXCwbDrLADWmOzP6WefEqPRPNU_3l7PCY6mo2sptBRF0syh6hnaUCY9lATl4PnxPwNTWZJqKLB5k2Nv_-326GXr9aHugMBJIj2BvcdRBCAGfyN5yiKgQBvV0eLrhRi4On6y0z3-gKyPHaYjU5LC9wVJRineZyneHeMQZp7h4PoZCKi1KevTNRvLmPK2cD8ETX7_crmlv2LfjSPSIna966Vuw_fP_AY3EwxKiqOxvsixv_hoOJWXV8QcerQo599jQk4dxzMjUFYBpvl8srE9X2jH7ZiUsc080qthm6Bd7jWwDOZl2ldVRr7gQEPdttrB5qgTnWw0dBd6e9-sf-PRsZ9bJb1tmKIRBX9pbNxYAg5vXSQAjtJl9kL4Md1Y4rZ42TgY3Kd3Zkz2fJJNyM7TB6GKU1ffJRnzvjGAm2KJ0M-aefLIJSeUmRUpFCEciUX5tPdIRZyl23KqhE8qejpiNe6T86erP_x2R3R6esHakq8qBBQEIf1tYjP8GKbNQVX-mDwKbQv9zGrKpLU9BomTfJMUp4jpdxLyT1Ub-RB2uG_KlT3GHbCnvsXxNjp81_SB0a4KweRVmGQRXGU7ZYxdy7DLATU18QrLVe8Oxc1gn-Z1ZC2d7e_RRCvdkxhTdVlH7NYZPCmOQOZeXK0v1fMZttthLTNo5zFUrl49LiIAmeN2
https://www.globenewswire.com/Tracker?data=UVaxou7W6JXkfvELJD3e3nd5YHMQtadKC4B3XL0AulUNddaAMItIFlEILagQgyqpldHUT8y4FK5Um9RX5hBh65UognLCIygCGUitu5lVxy03IWtmiA16pRTa-NsEvCfKebCuWbbCio3QXIZUVOExkjjJwsNijhfIIrLQ3YB1yEsDmqEc-qcMq7Rl8oj4fZ5cFLOahwegqOAqcLGpzbUtlLbwAhHUrRYiZeHhOz3XWV799h7PuNDUyWA2NUQTeGVVeFCktlf-GC2BPjBCudGgJFrxFveu0vTkzP4cgarmcJ0YnnNKBIxRAYWJ_RDwl1i2CbfEIfc9KKDdCdobCnNjZeQ1KNFbT0RibVNJdwgrhiyzw-7X6RTOSt0xgRN4S71hN2pyeYGSchBAMTkEyfbvBZp8m_79E1EhKnLhAqdqjmC8GByNUy8BuVVH0Gf8HaGnLdQ1LDKowu9a88Mhsc3tkF859rGS6-9b__Plpe2vxAoMGaqPA-V8HppQ2kMB6_jFub-6MUeOUAjxj-n_MxDQV740IJM4sH1CNur4cjs_C9TpOSyVIHrid-Og_aJY_o7aTyXXDa5n58f-LrdmMW6CNBsuh9Tl51QN_NFqWvMtHZyPJ6diw8zT-HkNoEVbVCWwsgCVREUULBVeq_YV1QeLDc0QLhhSQweDHs6-kpljpodLNhG8feXVjXWE2uOBzRmO_oLHrzsntWeR_NhVG3JNFHSKcQ0jUhSxRXZdytjV2KG87cHtvmdxY1TFBY2327oZH5P6mupu_PT18bWWkooKnQ==
https://www.globenewswire.com/Tracker?data=J_egOTn5LaNOUv0bSsJj86GhnUhvyDMw4D_kvDrzKVvZoJkO_Z-XHgTN8pROAALmHFG1wy4_A_v1PnyOxk7dC1Bm4fMejhSzTqI3NairaYQBIqMg5Yug9GyTggr3XhoLurtO4RKx5p3tdWWKVwPFFn-3EyzU03JRHdtikpDv7O-TP1JBvI46lXvc_iJ_B62b0G9IDIw98iyNMell_E0UyQUNg83dGK4is735G0kt3RG6zLqQ9MFHlCRNrG09Wv8ihahHXNt8G4DtXIU140o-PwYWZNKO69eUJFHqdIcP0BZmhcVC7NV1HZxXfhIJzl5yS4J-3WNm_rrSk8nvo8_4JA70DaQcgE614zaFHK6XPe3P6XJO71C0b8b2hL5g42y5n1aYK2RTiF6PQImvvRHEnI5wr-GwuYe06P80fld4nWTQZMcB2ScJvO4bz_5o_TZ-Sap2bpB5S7fguwpIHCr5STy4ZiqS5gN8xHHWY735utRgkWlpX1uICQmny6P86fPcZxw-55xKFdgEPlQjJfGuVYcrJG-DlWKk3M5A-y-mgad_TaQNLCiHIPw5hbTUtP2YPXOmvy6_oFGOwXuw3Qpx5Yknn018snRyDpdkXZgFotJEHR5Xb7QODJ1dNGqgr-Uy3MNXoi6j2Kv5ahuR_8UhyQ==
https://www.globenewswire.com/Tracker?data=S-i3zsON1d2p_NHUrcnh_HKjojSwgzsov61TrNGRxcwKIv-FPDTY2L-5q_Kk80ZnCTknoxONBJDalMelOyalNu6Kzho-YDjYs7OqYWFg0yQ=
https://www.globenewswire.com/Tracker?data=-HR1nSXW19FOS5OZodyvos83Tj29feai7Xyjyhek-zCDsoJz8bqizedGMhx2WzGjR6LVtDeTm16gnNBt93IgXg==
https://www.globenewswire.com/Tracker?data=2ttdF1zEOGTlH_22VlHtIm-R9Ev7GVAsK3WpccUbT5uJulshtrlBP5TDZW6n9Bmv83g3lQTeYfsJidU7gMtT0T2UgUlCf9T7d8cmw9n5GDrs4GWOKLcPjvN7HMIRMviE
https://www.globenewswire.com/Tracker?data=rMXj8kNvVwcQD-_biz8lfI-rrz_F7GsQuj2D58hpSahr-XRIebajiSrK3lUKcUM4bko2TSAYsPvG8C7YbLb8jerXgemjMygjwRNXPXn83KQ=
https://www.globenewswire.com/Tracker?data=g9uEidz_mSjg13e4O_7ws4TcmanieGtuXVAsgMyym4yDTvt_ItiGKg8LYi96z3Uu-2qpKtcQms2U67hFLPgTrYT22sTGxq0DgNrX-M-aU-RfB1lYff4uSnFJw7tKtruf


be forward-looking statements. Forward-looking statements include words such as
"expects," "anticipates," "intends," "plans," "could," "believes," "estimates" and similar
expressions. These statements involve known and unknown risks, uncertainties and other
factors which may cause actual results to be materially different from any future results
expressed or implied by the forward-looking statements. Forward-looking statements are
subject to a number of risks and uncertainties, including, but not limited to, our ability to
obtain additional capital to meet our liquidity needs on acceptable terms, or at all, including
the additional capital which will be necessary to complete the clinical trials of our product
candidates; our ability to successfully complete research and further development and
commercialization of our product candidates; the uncertainties inherent in clinical testing; the
timing, cost and uncertainty of obtaining regulatory approvals; our ability to maintain and
derive benefit from the Qualified Infectious Disease Product (QIDP), Orphan and/or Fast
Track designations for MAT2203 and MAT2501, which does not change the standards for
regulatory approval or guarantee regulatory approval on an expedited basis, or at all; our
ability to protect the Company's intellectual property; the loss of any executive officers or key
personnel or consultants; competition; changes in the regulatory landscape or the imposition
of regulations that affect the Company's products; and the other factors listed under "Risk
Factors" in our filings with the SEC, including Forms 10-K, 10-Q and 8-K. Investors are
cautioned not to place undue reliance on such forward-looking statements, which speak only
as of the date of this release. Except as may be required by law, the Company does not
undertake any obligation to release publicly any revisions to such forward-looking
statements to reflect events or circumstances after the date hereof or to reflect the
occurrence of unanticipated events. Matinas BioPharma's product candidates are all in a
development stage and are not available for sale or use.
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