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BrainStorm Announces First Contracted U.S. Clinical Site
for Phase 2 Progressive MS Study
Phase 2 Open-Label Trial of Autologous MSC-NTF Cell Therapy (NurOwn®) in
Progressive MS Patients will Begin Enrollment in Early 2019
NEW YORK and CLEVELAND, Feb. 22, 2019 (GLOBE NEWSWIRE) -- BrainStorm Cell Therapeutics Inc. (NASDAQ:
BCLI), a leader in developing innovative autologous cellular therapies for highly debilitating neurodegenerative
diseases, announced today Cleveland Clinic as the first U.S. clinical site contracted for a planned Phase 2 open-
label, multicenter study of repeated intrathecal administration of autologous MSC-NTF cells in participants with
progressive Multiple Sclerosis (MS). The Phase 2 study (NCT03799718) will enroll progressive MS patients
[Expanded Disability Status Scale (EDSS) 3.0-6.5] based on 2017 revised McDonald Criteria.    

MS is a chronic neuroinflammatory and neurodegenerative disorder that affects the brain and spinal cord. MS
affects approximately 1 million individuals in the U.S. and 2.5 million individuals worldwide. Approximately half
of affected individuals will eventually develop a progressive disease, which may lead to increasing levels of
motor, visual, and cognitive functional impairment and disability.

“We are very excited to announce The Mellen Center for MS Treatment and Research  at Cleveland Clinic as the
first contracted U.S. clinical site for this very important Phase 2 progressive MS study that we plan to initiate in
early 2019,” said Chaim Lebovits, president and CEO of BrainStorm. “This is a crucial step forward toward
rapidly enrolling a Phase 2 study to evaluate this innovative autologous cell therapy approach using our
NurOwn® technology platform in progressive MS patients.”

“Progressive MS treatment options are limited and do not directly address unmet need”, said Ralph Kern MD
MHSc, COO and CMO of BrainStorm, “This phase 2 clinical trial is an important part of our commitment to bring
a new treatment modality and hope to MS patients”.

Cleveland Clinic is currently ranked as the No. 2 hospital in the country, according to U.S. News & World
Report (2017-2018). The Mellen Center for Multiple Sclerosis Treatment and Research  at Cleveland Clinic is one
of the largest and most comprehensive programs for MS care and clinical research worldwide, managing over
8,000 patients and over 21,000 total visits annually.

About NurOwn®

NurOwn® (autologous MSC-NTF) cells represent a promising investigational therapeutic approach to targeting
disease pathways important in neurodegenerative disorders. MSC-NTF cells are produced from autologous,
bone marrow-derived mesenchymal stem cells (MSCs) that have been expanded and differentiated ex vivo.
MSCs are converted into MSC-NTF cells by growing them under patented conditions that induce the cells to
secrete high levels of neurotrophic factors. Autologous MSC-NTF cells can effectively deliver multiple NTFs and
immunomodulatory cytokines directly to the site of damage to elicit a desired biological effect and ultimately
slow or stabilize disease progression. BrainStorm is currently conducting a Phase 3 pivotal trial of autologous
MSC-NTF cells for the treatment of amyotrophic lateral sclerosis (ALS). BrainStorm also recently received
U.S. FDA acceptance to initiate a Phase 2 open-label multicenter trial in progressive MS and plans to start
enrollment in early 2019.

About BrainStorm Cell Therapeutics Inc.            
BrainStorm Cell Therapeutics Inc. is a leading developer of innovative autologous adult stem cell therapeutics
for debilitating neurodegenerative diseases. The Company holds the rights to clinical development and
commercialization of the NurOwn® technology platform used to produce autologous MSC-NTF cells through an
exclusive, worldwide licensing agreement. Autologous MSC-NTF cells have received Orphan Drug status
designation from the U.S. Food and Drug Administration (U.S. FDA) and the European Medicines Agency (EMA)
in ALS. BrainStorm is currently enrolling a Phase 3 pivotal trial in ALS (NCT03280056), investigating repeat-
administration of autologous MSC-NTF cells at six sites in the U.S., supported by a grant from the California
Institute for Regenerative Medicine (CIRM CLIN2-0989). The pivotal study is intended to support a filing for
U.S. FDA approval of autologous MSC-NTF cells in ALS. For more information, visit BrainStorm's website
at www.brainstorm-cell.com.

About Progressive Multiple Sclerosis
MS is an inflammatory disorder in which infection-fighting white blood cells enter the nervous system and cause
injury. MS is a demyelinating disorder because the myelin sheath that protects nerves is stripped off during
inflammation. Progressive MS is defined by the gradual accumulation of neurological disability independent of

https://www.globenewswire.com/Tracker?data=Bt0_t0bJZul398autoLgIYqDocIkJgz3957ytkX0SZcVnUaevgQLTvka2D3-2Z1oNq3fn3Vl9Sehw1elkMFY6Kt8RNdy6mxKAODQ1OKQ18w=
https://www.globenewswire.com/Tracker?data=dFLGx6R69M5XcFiMp-q__N01Yc-yzDVJCU0WwOl_KDsGi6JKDxNPhaWV2WSBYkjEoKFZPlMr3noOFI8w6g8F5PSoLE1l5mg5fl6xGYZiUHg=
https://www.globenewswire.com/Tracker?data=ic8uv2V7gH8Ouwt2rFUvNoHV34LF3Nxy4lJA7fJQVDUr1AJUv8qUjzZhlNEynqhvODNjGMkPB3Qxz_NvLA-A7Zh2TLiUG2tO1xLFYAEMAu9mSv6rzsVXimGbrp27zCNpLOFnNkAE67ZVClfXlhUcpsdupjEiGXYxaugovfH9DIVmuQ38uJK1LZXlfbQMLhgbv-06bKm-OX7JrbgZe-GP7yr7B5et4UoYePJAcbw64UM=
https://www.globenewswire.com/Tracker?data=nJINb-gQ-37X3eqPmXI5jzPq42oUTXAxdPbAEM_dhW9UwinCEvxQUQFUlXNWv_uV6xG0URfFKP8gRDVLvsaFDgPHv4viFBl-4z0MIT7dF33v3X8vqvj7b6IIY8ECe6wmkz4LCCUDfSG3JAHLP2hOEOIZ56PWXXxsALDP4E8Iwuu2lYZz7ildVdhAILngJ3lwIra03JQEWUlD8qmNh1uz8w==
https://www.globenewswire.com/Tracker?data=c_4LmCUdpGLmdy5dYBjxbHwP0od1rxD1OvNrcjnrP76jfskoEZZ2DJ_uEqVcaMPtb93IIrvlH1yXk7HoPnw06YpDAuhC6rwdG6En04dEXFDOS0qWz5LjI9d0f4Rtfk1p
https://www.globenewswire.com/Tracker?data=kMM_jEJ1ZmBtb2Wl43SkFRjMEqZ8omWVLdx9AXxVggCxf65vs_eY2nOaXGsgTOn5VkrAbBAbPpcZ7R9hExdG-J_gU30IRiaKbxQLzqoqBNYpitYY4vkDspSV1TwlGPfJP4xM7iQMq06UBEBcWhLIVT7ORnkmmKY69Kk5relPohBQ2vW_PFDhrWVLIWaTxWDsTOd-EW2CkIJAfQtzHWtqYpLV2nva6dua5tbi-O78F-OpBc2bw3c2m_vAhWrIcMD7QjWGwvF6pTWDCou3Mvc5XeYjXcdf8eqpbnmmChiA1FQXD-jdxFC3RYZocMcXoHYmhiXZwhnD-0YM39v_jTw8OrKeLjcqVc3IDPAAJ1ST3dFo7huCoiMkA3hCTM9CRHTs9dhQ-n_eGoPS9vagxpzxFB6IZ-fGPhoRtXGM3ZXN8AuJ44SbTFHHwG3eD_j4vXLAkaJz65UGDdqQBJPoIcmGju-aYxFg36ZWaHOxYTR5lDfC5pIKYBspGS9-EpSFq4axZcSRai73rUKd5RCC-bGGv3u8a2tQao4HzvXykPs0IX252kCBB5TAwYkeuw0QG096B01Wh4L71knMbCrS9yf-84lSbQa7Sv8NyyWZJxAwx0yGm9RnVTqozSVgrS_bqKAI5CLCM_kOkUQbDNMRucZ_ox2i8OKwqguj9W2WduR5rdF-_8rprnPNQ_fG5N77J560-uCKhsJq9rcLi_mT7xL0yT1XEehTiNzPRncO61wA1yD0m5QN1sf0TkvZPs2BEZGW5C16DHbzZ0YlINp9sMfAJw==
https://www.globenewswire.com/NewsRoom/AttachmentNg/c680bd24-a98a-4d3e-a7e3-5c6c5f7844bf


relapses, typically with lack of or incomplete recovery. Therapies utilizing regenerative medicine and repair
approaches may offer an innovative treatment option. Autologous MSC-NTF cells are bone-marrow derived
mesenchymal stem cells (MSCs) propagated and differentiated in culture to secrete high levels of neurotrophic
factors (MSC-NTF). In preclinical models, there is increasing recognition that NTFs delivered by autologous MSCs
have the potential for immunomodulation, remyelination, and neuroprotection in progressive MS. The Phase 2
study of autologous MSC-NTF cells in patients with progressive MS (NCT03799718) will begin enrollment in early
2019. 

Safe-Harbor Statements       
Statements in this announcement other than historical data and information constitute "forward-looking
statements" and involve risks and uncertainties that could cause BrainStorm Cell Therapeutics Inc.'s actual
results to differ materially from those stated or implied by such forward-looking statements. Terms and phrases
such as "may", "should", "would", "could", "will", "expect", "likely", "believe", "plan", "estimate", "predict",
"potential", and similar terms and phrases are intended to identify these forward-looking statements. The
potential risks and uncertainties include, without limitation, risks associated with BrainStorm's limited operating
history, history of losses; minimal working capital, dependence on its license to Ramot's technology; ability to
adequately protect the technology; dependence on key executives and on its scientific consultants; ability to
obtain required regulatory approvals; and other factors detailed in BrainStorm's annual report on Form 10-K and
quarterly reports on Form 10-Q available at http://www.sec.gov. These factors should be considered carefully,
and readers should not place undue reliance on BrainStorm's forward-looking statements. The forward-looking
statements contained in this press release are based on the beliefs, expectations and opinions of management
as of the date of this press release. We do not assume any obligation to update forward-looking statements to
reflect actual results or assumptions if circumstances or management's beliefs, expectations or opinions should
change, unless otherwise required by law. Although we believe that the expectations reflected in the forward-
looking statements are reasonable, we cannot guarantee future results, levels of activity, performance or
achievements.
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