N »
<) BIORA

Therapeutics

Biora Therapeutics Announces Completion of Multiple-Ascending Dose (MAD) Cohorts for Clinical
Trial of BT-600

April 30, 2024
Dosing of all patients in the trial has been successfully completed

Final results are expected to be available in late Q2 2024

SAN DIEGO, April 30, 2024 (GLOBE NEWSWIRE) -- Biora Therapeutics. Inc. (Nasdag: BIOR), the biotech company that is reimagining therapeutic
delivery, today announced completion of dosing for the multiple-ascending dose cohorts for its clinical study of BT-600, a drug-device combination
consisting of the orally administered NaviCap™ device that delivers a proprietary liquid formulation of tofacitinib to the colon. BT-600 is being
developed for the potential treatment of patients with ulcerative colitis (UC). The MAD portion of the trial evaluated daily doses of BT-600 for seven
days at 5 mg and 10 mg tofacitinib or placebo, in healthy adult participants.

“Data from daily dosing in the MAD portion of the trial can further our confidence in device performance and build upon what we learned from the SAD
cohorts, which demonstrated the NaviCap platform’s unique ability to achieve localized delivery to the colon, with a corresponding reduction in
systemic drug exposure,” said Ariella Kelman, MD, Chief Medical Officer of Biora Therapeutics. “Research has shown that increased colon tissue
exposure, which is our goal with localized therapeutic delivery, is correlated with better outcomes for patients suffering from UC. We expect to receive
data from the study, including all SAD and MAD cohorts, this quarter.”

Biora previously shared positive interim results from the single-ascending dose (SAD) portion of the clinical trial. Highlights from the interim results can
be found in the corporate presentation on the company's website .

About BT-600

BT-600 is a drug/device combination designed to use Biora’s NaviCap™ ingestible drug delivery device with a proprietary liquid formulation of
tofacitinib, for the potential treatment of moderate to severe ulcerative colitis. The NaviCap device is orally administered and has been designed for
targeted therapeutic delivery directly to the colon in this application.

Phase 1 Clinical Trial Design

The objectives of this phase 1 randomized, double-blind, placebo-controlled, single and multiple ascending dose (SAD/MAD) clinical trial are to
evaluate the safety, pharmacokinetics and pharmacodynamics, including effects on colon tissue, of BT-600 when administered orally in healthy adult
participants. The study, conducted in the United States, consists of two parts. The first part is comprised of 24 participants receiving a single ascending
dose of BT-600 with tofacitinib at 5 mg or 10 mg doses or placebo. The second part is comprised of 24 participants receiving multiple ascending-doses
of BT-600 with tofacitinib at 5 mg or 10 mg doses or placebo daily for 7 days. The trial is listed at clinicaltrials.gov (NCT06275464).

About the NaviCap™ Targeted Oral Delivery Platform

Biora's NaviCap targeted oral therapeutics platform utilizes a novel approach that could improve patient outcomes by enabling delivery of therapeutics
directly to the site of disease, increasing therapeutic levels in tissue while reducing systemic uptake. For the 1.8 million patients in the United States
who suffer from inflammatory bowel disease (IBD), existing therapeutics offer less than ideal efficacy, likely because of the challenges with safely
achieving sufficient drug levels in the affected tissues. Research has shown that direct delivery of therapeutics has the potential to improve patient
outcomes in IBD.

The NaviCap platform uses an ingestible device i for dir liv f ther: ics to improve treatment of IBD. Once swallowed, Biora’s
Gltrac™ autolocation technology enables the dewce to autonomously identify targeted Iocatlons in the Gl tract and release a therapeutic dose of up to
500pl. Studies in healthy volunteers have demonstrated accurate localization and delivery in a fasted state and demonstrated the device’s ability to
function in both fasted and fed states, making it potentially the first ingestible therapeutic delivery device that does not require fasting or other food
restriction for use. A device function study in participants with active UC also demonstrated successful device performance in active UC patients.

About Ulcerative Colitis

Ulcerative colitis (UC) is a type of IBD that causes chronic inflammation and damage to the colon. Common symptoms include abdominal pain,
increased bowel movements, stool urgency, and rectal bleeding. Despite the availability of advanced treatments for UC, including biologics,
immunomodulators, and targeted synthetic small molecules, only about 40% of patients achieve clinical remission in induction trials. Surgical
intervention is needed in approximately 20% of UC patients, with up to 10% of patients requiring surgical removal of the colon. About 1.5 million people
are affected with UC in the United States alone, and ~40,000 new cases are diagnosed each year.

About Biora Therapeutics
Biora Therapeutics is reimagining therapeutic delivery. By creating innovative smart pills designed for targeted drug delivery to the Gl tract, and
systemic, needle-free delivery of biotherapeutics, the company is developing therapies to improve patients’ lives.

Biora is focused on development of two therapeutics platforms: the clinical-stage NaviCap™ targeted oral delivery platformwhich is designed to
improve outcomes for patients with inflammatory bowel disease through treatment at the site of disease in the gastrointestinal tract, and the

preclinical-stage BioJet™ systemic oral delivery platformwhich is designed to replace injection for better management of chronic diseases through
needle-free, oral delivery of large molecules.

For more information, visit bioratherapeutics.com or follow the company on LinkedIn or Twitter.


https://www.globenewswire.com/Tracker?data=eYh0MoHK7D7Vrbs-7RHlNBJ2UmVkjQzUlgbYLU4mlGGoDAGAKUBtKLvlsATqqM6rnwd2ToRxpFxZr_iSOOk08Hh2d3LfLtcdKlRpSrF6r8bDymIzM8E6rZG_kzQ5-BTc
https://www.globenewswire.com/Tracker?data=7_BFm5QnuiPDcDgsqh7H-_mcVzwuYIV0zVCQANnZPZYWZtzBGt1bEGMu5VadJFhCXEUPkXkMWbT92ikmwr8_DvIMz8xDsd3eTZpP4a5ZAGNIq2VjV9B77rgzhF6Qe1AhZxoQMwVXwfvIpfeUEozCjKoPlUPA4g8JPK0KDlgoa3hCkgADpLaDkGsog8FZhzQm0qOCnImzLhLkuGYnOdwzse33x9s9IQXDYviBR-DcwNQ=
https://www.globenewswire.com/Tracker?data=rEVff8q3dkAoixjtvlXzNCSuTUE0_H82oBv2W2sjKwTMyWy-SnFcNoRy8U2tOfjTcpVqQ-2CAXqock6_wRR5HYY6Xk1l7vPsCRnU8QXk-bZYd6nXZl6ub-3cVG89wR511vc7Xgq2mskNiIoiqKDLY576NcAIsXwU0qA21O88lrOnSQQNYfIAYBsHgm-tUZ-8
https://www.globenewswire.com/Tracker?data=8wf4Q9F6S4qOmu3exByYmMzEC9RzM7_RoL60A-xzsjJmaVZFGU3X3OcU30XQGMUiH0FEJ6GGK5wJckmNtNQouek0mBnMigYjd1y3q_WQl5g=
https://www.globenewswire.com/Tracker?data=eYh0MoHK7D7Vrbs-7RHlNEn2lIda9H2FniFHnlvcXgw9NWRyQg4xfzSfeESD3LJoj-11oLRJvE42OChmWCOGZDpknvK_JE68CEhRiNw0WtKTKQPfVWboZhU30O9j8roYQIOSZelb9fIe5DsKIypvXXhYkwVKrwxCasdLihmDacQ8b-ZXHn4DJFZIupruB6nl
https://www.globenewswire.com/Tracker?data=ShZreXDrr43G6K2RUOSqImO7huL5PhKvmGusB6NpPe_1JZsoky7gE3bHYeeRMlpJn0CXALDe3z-FhW-GoFQzCNYDwWMSVFzBzOZVt6f8nlS-Jj_ZHURpFJ9rN2wqQQMVsy3uhbd6E8AdmDt5pBMIRoPrKXehJDMTFd9DVcN-sJSm6btURWhaiIK6qI9bx39x6U2TNBtq7T22SfdEqdBwgA==
https://www.globenewswire.com/Tracker?data=EKQ1ntSac9Q6Izinq7BemozOfZqirJwtYz-fCBY6LeN0zEOdPLIWF486uDPhcQMoRJAwMPc75oLS2Bh24dqwK0A2Gy4lRLQCpBjx5ixX7QGlZiQhaAolr6X7Sk53BGOIBXjzt_gizjrzWHlcWTSSYQVsnB5sv-Hy2bZ1qEJxIOtdHK6qYYhNJfTAyaoklxqs
https://www.globenewswire.com/Tracker?data=MW_Gi_pol3T679m_sR6VTaW3QhZU63vRXfZZZDtBnBU8hW1bsnvmFJP54iSEz5Rs6SKJgv7OzmNA04hdZGdZOIZ0UpTuftN5mk8Z2ZnYIIio_YFlyBDyPpAr4T6fVqwtB_6sSv7rwmnVPibO5g_siFPRvDckVV_xyQRXSVh8wel8hUtrd7aTbR3qoHgd8zvNrON4uteCqm08LRHnnUU04Gl18zxCk5UpjSs8Joe-lIyVNNm-eVsOfDHcj143q5koP4rqXiF33zKINgovfDKfYypoaYajMCeD6jda7I0IWhfwKZoc96lBm4PvTOCwoq1-z3c17dZj-f5OzIlvzeZtSLFMJhMh5jHr5Rk7VBIhbXP0tioFNDRKcxVxLIvHU3ay
https://www.globenewswire.com/Tracker?data=uKT0Ft4iQIS2gC_LW2UPdNvbh8unyKR1ObP3TTufzlgrSEA4dXRZv3HA1em8xcRWOp7yPYNp3UupN-wZgODeyIanFFLTz531U8D6YZMh3LO9JIiTGmfQYypaUxROUb32aogBxGQbMr7C8y_oQSgBelzuVITxk8gQGZqg1Swcw5nAU7D1TPCNBAdNHYahOp7C-GRG4sQHSJKGkzeLEZPEkyYTU_2f__MkJ5XJYSz7tQh-Oqw1MfW0UUknihdd3tH9tnwQ1lQxMFl7Lj0u4g3FqWMd_c10TDQoGlKpyHYOeEfKIXSzH4vGS1It1OoA2LZs
https://www.globenewswire.com/Tracker?data=Zlm-CWu3PnzhH56DUZXtgXoRNVxs-Wc3BABvKj0pS2tjmLuQEP7XXqno95PlWVceoARlfboCLYlw55sJNna0zLD3nKcsbwdQ8-KWHfS_lVvSOianwpopX68pw09eu-2fN4QxL68L2MTehWHBtatOc0015TCr51ls-9I4lWQ3JQO84qjqgiu0BV-b7D45QgupV0ErWWRUdly41x5upKhMR7YrGstPZD04t9ZjZtBcu4JpSrpXcLtkpehQlIA21547RUDMMxmOsH0wSnFq2T6cz8dxJl1kzhoIH93VsLf5LRO2P9aw0rJjVuIBXNZs1RU8SoHg0zOmtTlf6Mrv4oTr2pkL3x1t-TGhVYiWmi7JGd-rJf1derG97G-C3zc5gbPEKmm-0wgUO1HBZvhbYvPV4s0Mu-1MeQNyK2ZzUlsLUkk=
https://www.globenewswire.com/Tracker?data=mPz2e3a2gH6NQQnbVQVAqt4_FuQL2aHfV9Bajj03pK37TpzaX4WA3nTaSjkQ1sPJAtoENkU_KIboVhDx7xYDo99c5JDyXg9OVMiM-khEtqCwK0eR3Bpmc0fsYCEoLA4jPn6XuUbu-5ovhYcGkNgKMRb1u853e2AyIY2_QdulUNXhBMdUsgpTlwKcMWuGU0Le
https://www.globenewswire.com/Tracker?data=JT1O5P011PEHyPAJUq-vutdLXBg1L4_9N-Ptcj0QmFdC_lcXRTH4gBcRJoRIj6I1yVLSiBrAtINujvMAO78nhfbgosnVGtk_cmPAuC6LNXZYAb499y8qgcl1b-_IPion3czw6R7kKRRlrfItuqB2P37iYcMrsvImA_EfDCpoMzsOyRFr8Kg5nEYo878jsFmu
https://www.globenewswire.com/Tracker?data=LMtr6QLVlTGqUZ0QE-vbZ5eQ0oO9Ir_qaQ9wkvfAftBFWcpBCSERsJ6bKK27JD9xVgA2P6ApOyfTNtIT62d8iKk8z62gcC0HK1SfbSFPEnQ=
https://www.globenewswire.com/Tracker?data=1gx7R9BU77fK5tIffQS976qu4Dbp0iGViTlol_zvczTydkcxHdGXXSLLeUFgLoETPFOC9mfA6fZuu8ADeD4A3KBNexQoGy7IjLWX1f1q_ELuAygSmGWLsoWaW8wOEeGp
https://www.globenewswire.com/Tracker?data=D0Lvo6XN-GwsiLXfmkliMpWmKhvaptbQZ2CvzpqzvscfSF90hnGc-BtAkFhAmM9gVM-_TxPHZ2V5WpPcjeeliA==

Safe Harbor Statement or Forward-Looking Statements

This press release contains “forward-looking statements” within the meaning of the “safe harbor” provisions of the Private Securities Litigation Reform
Act of 1995, which statements are subject to substantial risks and uncertainties and are based on estimates and assumptions. All statements, other
than statements of historical facts included in this press release, including statements concerning the progress and future expectations and goals of
our research and development, preclinical and clinical trial activities, and partnering and collaboration efforts with third parties, are forward-looking
statements. In some cases, you can identify forward-looking statements by terms such as “may,” “might,” “will,” “objective,” “intend,” “should,” “could,”

“can,” “would,” “expect,” “forward,” “believe,” “design,” “estimate,” “predict,” “potential,” “plan,” “target,” or the negative of these terms, and similar

expressions intended to identify forward-looking statements. These statements reflect our plans, estimates, and expectations, as of the date of this
press release. These statements involve known and unknown risks, uncertainties and other factors that could cause our actual results to differ
materially from the forward-looking statements expressed or implied in this press release. Such risks, uncertainties, and other factors include, among
others, our ability to innovate in the field of therapeutics, our ability to make future filings and initiate and execute clinical trials on expected timelines or
at all, our ability to obtain and maintain regulatory approval or clearance of our products on expected timelines or at all, our plans to research, develop,
and commercialize new products, the unpredictable relationship between preclinical study results and clinical study results, our expectations regarding
allowed patents or intended grants to result in issued or granted patents, our expectations regarding opportunities with current or future
pharmaceutical collaborators or partners, our ability to raise sufficient capital to achieve our business objectives, and those risks described in “Risk
Factors” and “Management’s Discussion and Analysis of Financial Condition and Results of Operations” in our Annual Report on Form 10-K for the

year ended December 31, 2023 filed with the SEC and other subsequent documents, including Quarterly Reports, that we file with the SEC.
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Biora Therapeutics expressly disclaims any obligation to update any forward-looking statements whether as a result of new information, future events
or otherwise, except as required by law.
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