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Clearance would position the Ceribell System as the first and only point-of-care
electroencephalography (EEG) technology to aid in detection and monitoring of Large Vessel
Occlusion (LVO) stroke in the hospital setting

SUNNYVALE, Calif., Jan. 05, 2026 (GLOBE NEWSWIRE) -- CeriBell, Inc. (Nasdaq: CBLL) (“Ceribell”), a medical technology
company focused on transforming the diagnosis and management of patients with serious neurological conditions, today
announced that the U.S. Food and Drug Administration (FDA) has granted Breakthrough Device Designation for its Large Vessel
Occlusion (LVO) stroke detection monitor for patients in the hospital setting. This first-in-class LVO stroke detection monitor uses
Ceribell’s existing hardware and applies an AI-based algorithm to interpret EEG signals for early detection of LVO stroke.

The Breakthrough Device Designation for LVO Stroke represents the latest achievement in Ceribell’s continued efforts to extend
its point-of-care EEG brain monitoring technology to additional indications, building on recent FDA 510(k) clearances for its
next-generation Clarity® algorithm to detect electrographic seizures in neonates (November 2025) and its proprietary delirium
screening and monitoring solution (December 2025).

Nearly 800,000 strokes occur annually in the U.S.1 In particular, LVO strokes are medical emergencies and have
disproportionately higher morbidity and mortality compared to non-LVO ischemic stroke, contributing to ~62% of post-stroke
dependence and ~96% of post-stroke mortalities.2 Timely detection and access to treatment of LVO stroke can result in
tremendous health benefits over patients’ lifetimes, with every minute saved associated with a week of disability-free life. 3

Unlike community-onset stroke, which occurs outside the hospital and often triggers immediate emergency response, in-hospital
stroke affects patients who are already admitted. Scientific literature shows that stroke detection and treatment in hospitalized
patients are often significantly delayed compared to strokes occurring outside of hospitals.4,5,6 This leads to worse outcomes, as
patients face about three times higher rates of mortality, and are half as likely to be discharged home compared to
community-onset stroke, even after adjusting for clinical characteristics and comorbidities in hospitalized patients.7 Out of 800,000
stroke patients, up to 17% are in-hospital-onset stroke.4,5

Dr. Chitra Venkatasubramanian, MBBS, MD, MSc, FNCS, Clinical Professor of Neurology and Neurosurgery, notes that:
“In-hospital strokes frequently occur in units that aren’t specialized in neurology, where bedside teams may not
have sufficient training or tools to detect subtle neurological changes concerning a stroke. Many of these patients are recovering
from surgery, intubated, ventilated, or on medications that complicate their assessment, making it incredibly difficult to spot the
early signs of a stroke. A tool that continuously monitors brain function and alerts the care team the moment something is wrong
would allow us to intervene sooner and facilitate achieving better outcomes for patients.”  

The Breakthrough Device Designation recognizes the potential of Ceribell’s LVO stroke detection monitor to enable timely and
accurate LVO detection compared to the current standard-of-care, supported by validation through rigorous, prospective, multi-
center studies using EEG data and clinical assessments. “Stroke is a devastating condition, but one where quick access to
treatment can make a lifetime of a difference,” said Jane Chao, Ph.D., co-founder and CEO of Ceribell. “At a time when minutes
matter, patients with in-hospital stroke often experience hours of delay. Ceribell is proud that this FDA Breakthrough Device
Designation recognizes the potential of the Ceribell System to provide accurate and timely detection of LVO stroke for this
vulnerable patient population.”

The LVO Breakthrough Device designation is another critical milestone that further reinforces Ceribell’s mission to make EEG a
new vital sign for better brain care.

References
1 Martin, S. S., et al. (2025). 2025 Heart disease and stroke statistics: A report of US and global data from the American Heart
Association. Circulation, 151(8), e41–e660. https://doi.org/10.1161/CIR.0000000000001303

 2 Malhotra, et al. (2017). Ischemic strokes due to large-vessel occlusions contribute disproportionately to stroke-related
dependence and death: A review. Frontiers in Neurology, 8, 651.https://doi.org/10.3389/fneur.2017.00651 

https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlmWulyeJEJ8qxSsLFl6CLehNNheNY3jN7APF80VIy39VCTxE2u2OCenNSPpWJOvHSoR4x2SxrWIj4pqO1FCMHpej9g5Fb34QMHPpV7vcjDHJecAUrBzIFWXyEuT8dB0aS1KNFll1367FDNra6TfvagoNQ5Rc-HWQTE-zAafyNWGxjziVXtkTMqQFEDkcn7Fp2tvcOyCWgklAMYr1ypd5G-v3XwRn0xHFb3eq0QFYNjAokL2FKn7N0OeXLWM5ZFsslNr5XSpo7AyQaS7sMntxachUdjpIPc5LtiDsYAd70Dn5ueQF1CP0q4E_gUgbMY3fgHrfv98XRFX1Psw9j6l90ibWBHItFycrCjgGk1RPQr7FRzMobmbeoSTcrhD-Fm_Wtdg3h06lNaR8V1S-npnCqtdUHSMJLigYAUcrdZCryAyrhFi3RXZv_3ergosJrqCBDQ==
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIliVAtCtM99D7x0PRu-LTPMfIdVj3t6hU_pT-AeEOxccN-rKbURjIVE6HYXZfuNgkyomyjE0J0cH26p-QFAQnd_blqM18UuFOpV407AG4idksox6u2Opc1V-QOL6mVtr7N_C8-SIdXYQIbuPt4rUMDSMuhpSmsjNer8cVgWcUKYZT4AfHjy4ECsXsGboalXQ-q89WfdZyEpIqqvnSszGvbA6GOD3fpYOHs4IOHTWNSz4I00r88ATeCKbwRMxXQoPfg0sgUjSjE4gWiKfyvwit24j63BMr3OwDEsgbkt3xG2VoNyy1uPR0BzonZmttRsvxxCyla_AKDCM7nOvM3mDeWCg5x_G-1flnYueme2Eq63_j0kkjjsas9W7IbAQnQTAdaYRRTFyk0QwRf-HAJNBnlwv3L8oZiSrcMnMhd4HZCwa9


3 Meretoja, A. et al. (2017). Endovascular therapy for ischemic stroke: Save a minute — save a week. Neurology, 88(22),
2123–2127. https://doi.org/10.1212/WNL.0000000000003981 

4 Nouh, A. et al. (2022). Identifying best practices to improve evaluation and management of inhospital stroke: A scientific
statement from the American Heart Association. Stroke, 53(4), 165–175. https://doi.org/10.1161/STR.0000000000000402 

5 Cumbler, E. (2015). In-hospital ischemic stroke. The Neurohospitalist, 5(4), 173–181. https://doi.org/10.1177/1941874415588319 

6 Cummings, S. et al. (2022). Delays in the identification and assessment of in-hospital stroke patients. Journal of Stroke and
Cerebrovascular Diseases, 31(4), 106327. https://doi.org/10.1016/j.jstrokecerebrovasdis.2022.106327

7 Cumbler, E. et al. (2014). Quality of care and outcomes for inhospital ischemic stroke: Findings from the National
Get With The Guidelines-Stroke. Stroke, 45(1), 231–238. https://doi.org/10.1161/STROKEAHA.113.003617  

Forward-Looking Statements
This press release contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995
and other statements that are not statements of historical fact. Forward-looking statements can be identified by the use of words
such as “will,” “may,” “could,” “likely,” “ongoing,” “anticipate,” “estimate,” “expect,” “project,” “intend,” “plan,” “believe,” “assume,”
“target,” “forecast,” “guidance,” “goal,” “objective,” “aim,” “seek,” “potential,” “hope,” and other words of similar meaning. These
statements are based on management’s current expectations and assumptions and involve risks and uncertainties that could
cause actual results to differ materially from those described. Such risks and uncertainties, including those related to regulatory
approvals, clinical use and adoption, market acceptance, competition, and other factors, are described under the “Risk Factors”
sections of our most recent Annual Report on Form 10-K, Quarterly Reports on Form 10-Q, and other reports filed with the U.S.
Securities and Exchange Commission (“SEC”). These filings are available on the SEC’s website at https://sec.gov/ and on
Ceribell’s website at https://investors.ceribell.com/. Ceribell undertakes no obligation to update any forward-looking statements as
a result of new information, future events, or otherwise, except as required by law.

About CeriBell, Inc.
Ceribell is a medical technology company focused on transforming the diagnosis and management of patients with serious
neurological conditions. Ceribell has developed the Ceribell System, a novel, point-of-care electroencephalography (“EEG”)
platform specifically designed to address the unmet needs of patients in the acute-care setting. By combining proprietary, highly
portable, and rapidly deployable hardware with sophisticated artificial intelligence (“AI”)-powered algorithms, the Ceribell
System enables rapid diagnosis and continuous monitoring of patients with neurological conditions. The Ceribell System is
FDA-cleared for use in detecting seizure and delirium in intensive care units and emergency rooms across the U.S. Ceribell
is headquartered in Sunnyvale, California. For more information, please visit www.ceribell.com or follow the company on LinkedIn.

Investor Contact
Brian Johnston or Laine Morgan
Gilmartin Group
Investors@ceribell.com

Media Contact
Brian Price
Press@ceribell.com

https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlkBbANQnkpkAUgDQqDo5mJZKvaI1hw2pSA9xMt_495MWgSTJmKbavpXmkRTa_b2AN2wFDiM-Wt0ajA1TQsFVnHRSn7tFA3JS3FiE7fhcKzFYJb6OKCcBpZqMDtQTaMUHBe8Nn2M0l5PYHQRcDKyecVIKTn8_UqPV-YyVQqTDQNSQ0OxtgCwOZCw6EO3-nyNPZJ144GF5dE2rYR5cao49xn8wzVZOJr_h3GwXkoKQ890yw98qJ0DY-YE8WOI5yth_Ee4EYvUH4qZ4w3lJBiBZh603Z1Y11eiT-2SG0n0RaZu4gLP9ioyIGx4bCY2RqW4sNNM4T7H7_d0zV4yohi2r_tMpDMko85PA8PDpTJ8Q0LNzgGos3Yr6Se9u3AazALZiE3m66qASiWWfBBBmtn5hTVFbnrjGNwqqwLQK1N6pCm0dvSNU5sw1BjZn56YCeBc_jA==
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlmWulyeJEJ8qxSsLFl6CLehqQtHSOH1Rex3VSvGY1afrXVPJeVWNgVd3HfCCueBCcqdh8OCVthq5yMKOJmh6lFZ7fRJOA7TekUeuAsKJutYszCb5em-ecsj0akhqQXy2ESeBNlRyjILaEf-QfbaX9nAmK5R3iBMZ41hpUvc2WDWDLEBNgMOCxCDbTHKNtLBVep0mtDYJGVJafNwqqy5SuLojp0P7IQ3QFbrFx5xgi0tMyPD6Wk8qIHyrY5LP000kdLhqCKXxIFXLr9zi8Ti3wOQQfglAp25pVkeNNe7cebLaDNWVOzSwIqMxcxk9yuw-C35jPCBYtVjpVoMTzALkzZSO5tl-MPnxHyMNQ6DTaBc9gFAwNwEZqclxzYgUqIpFk388iifEp05-jm8AtmaF7CJZqfFovK1pVo4z8DVx3eRjuRd5mOP6JiL2S8g5r5-z2Q==
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlmWulyeJEJ8qxSsLFl6CLejSuUvXUuubQ8gvY131UyxpnaB0r2bZ17cYJFmQKg-imnmsepmcIkkDWjCQquEhXGwiiBfwbM5X7o-9fqqy-x1bZv3a4NLiR_Lz3V_ufs4f7RNTpwdVQDH6-Dk90Rmo4H7RhuBCmWsblMDtThTCk4eyE4SWc_fm-cr6zHYDZ4TsYlo1lPYeJuBMHjclDITaR9GymWsj12IRsanceq16uoZRShMnr_kytTnAGZbNkGohApVxGeTKW45cYPyhYd5ZDLLj5cDp1vYmR_YLpl0YVV7tu2N7sBTSh2MeagICO5mdyB4Hbmzta8FvLerdbhnIEXJ2Y1d9akL-cftWjArGMhlIzHW54WCwdfgRAJvx3-l-9UNbE2nfFCszOl_wdSdqO85x-t5tQ2tIV3-VK0JgyC_j
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlu2NKDlaQ-psjHqBdD3z1ncGpW1Wr0KkYifXzK5iFFwq8zEp5ODokfXoRh_dB2Yfb1mcuHS2AQd62ut3MOfZg3dQwpP6cQPIls8ID8FoU-y-_sbJjsQ9jMcw1ea_fOiusK5i3APMDEIWyKwL6d18-x2ARCSlb9csyvGW19mzd9iiatpetTlebOOyPxWEu21VNAEsJoiCAHkhHVGkEYECBeqem1EuCz0qzZ6_dMgGLmh21msUmdfXSctgANSXgaeoylYpXAv5IWhtFBcWb-j1fL6OY7bp2x2qsQRW5j047ailmlRSovUeqc6O4GZlVkqzUJ5St74nVK1zTaqWzz9d51FOm4emWpebmYloZzvWWSAXoWLpYg6WoAy5EFwJjZKusaIUU49e8We69pe23OMBZ74S7iC6uxQzDkRRd5UFHF8Om6ssS3no8uYB0ntpqLwiBbRToSom2WfHtTIOYaUhBcc=
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlmWulyeJEJ8qxSsLFl6CLej2IZXPj8nhwZPK1YkBTcfbehUzGVb-yhTtZMotkoAW9YTLc9K009FauPtbmqiJYsClXtCw6agIkOswehzRV08oTOaTznZ2jZcqFmZKhrqtOoM0C5ODGnP07NZ04YXjYjwzM8KLVA5Xc8TH1zCc5j27iplMqFs_ekz2tl0SyjEH7SG4NCcmrdgMi7SKqpNaPWAQeAtsomDvsrWdckT2c6l4BUY28MXj17QWZmipmb98r88zKXBgsV6QQoNwB-LS822IxGQqmHITbwCECxP2FNnnCCM70zI5ysdrXMcr-fWPZaSjoVIb3OHYuaovsjxyuFVY5CDVtOs4KJ9jhPlNBHLdAXWO-hFdiitjd4fsSxdkvPHj5MMiP_Ji-HVEaAa6vyRQuM_wWgNZqp-1YANJuzD_cD3uQ7RSGqN-SsaUvhHsdw==
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIlk9y4EyDhGCmp9Ohzj9ZdC3yIHfSQMuh1IZMj9YuTLxEwZzXtIkcqTz31xEmxLlURg==
https://www.globenewswire.com/Tracker?data=I3eAatE71UWAvobdE4cIltfF6lZU_qXumw3UiyLQfw6y9jPKo4pLQ0Wy25Olc1pkzT_6NRACIaH-SxFqg1TGfYaUChJrJM3OsOWwoe4d7G0Qk4YgUVxDsmqtEwevM6cr
https://www.globenewswire.com/Tracker?data=moSJuEwPUk-6Do77I9h3kJdp2XMJfkLaBS-H4qZzsfMg3cZrrynZ0nUmaDtvUTLZW4R4ooqenKMFso_pxrSPJYENfClUMxN-ZX9In_Yi6vc=
https://www.globenewswire.com/Tracker?data=L1dt2rkxxi8o2yRJqvwPkUpEs89hWFaxUsjUBNVIor5TthKRPvupIxC-AEPvPViiDq1Fg0havY6_c1nvWfchwYRchJOZoIV31QD0BBXBdqX354VnpZf0MTSHuyf57iHsUEseyxIcCY5ln-t40P3EzwTtIcUMsAhTCu5YepKGbTxldlVKuWB-BJP3f1KY0JL7_pmNn36jrahhVJ20BqpfO6VainqcJtFGblSgzvWM8UQWRYAAIwFf4nvTHnS9kadpm5OsysnvRv9aGzb33-JqH3QhyKhsTZXiwMWOqlRRFib3QW54D3ySePVxCYkCwuqkrgM7BGnuJufZYaoVFIofRjhpegWFCEFDfbL0KuT44jp2Y_PA5-tlrc2jygDpVo_UjyLvZFuPpDCOOILVAsGv79TuDo9gSQkpAfE7PFs94EipDEP9Isk2byTa_lsTZ2mL
https://www.globenewswire.com/Tracker?data=xca16Z_bZ2A4TiM2VQhn0dxU4lp_rZw5062o_cd7P37aBGAvvUIpUuwzT_GX5DJsda-nbbNzK76XGbGRAUD9zmTmEZJ1XCDxhtG8Obpz7gs=
https://www.globenewswire.com/Tracker?data=5NRi3MqZN14cqrU6Ow_d-YscDUlTZKUoG0JySjvZGS9L7fpsOrKXXeiMUATUZaqlrf_FBJqX20qLndEaREc9Hvq53zaiJygd7z0GF8XTadQ=

