
Spectral AI Outlines U.S. Regulatory Pathway for DeepView® System for Burn Indication

Sep 17, 2024
DALLAS, Sept. 17, 2024 (GLOBE NEWSWIRE) -- Spectral AI, Inc. (Nasdaq: MDAI) (“Spectral AI” or the “Company”) , an artificial intelligence (AI)
company focused on medical diagnostics for faster and more accurate treatment decisions in wound care, today provided an outline of its regulatory
pathway strategy to enter the U.S. market with its flagship DeepView® System for burn indication (“DeepView AI ®-Burn”). 

DeepView AI®-Burn, which received Breakthrough Device Designation from the U.S. Food and Drug Administration (“FDA”) in 2018, is a predictive
medical device that assesses the healing potential of burns by combining multi-spectral imaging with an AI-driven algorithm trained and tested against
a  proprietary  database of  more  than 340 billion  clinically  validated  data  points.  By  distinguishing  between healing  and non-healing  tissue,  the
DeepView® System provides an immediate and binary prediction of wound healing that can support clinical decision-making regarding next step
treatment plans. 

“We have entered an exciting phase at Spectral AI with the recently announced completion of adult and pediatric patient enrollment at U.S. burn
centers for our U.S. Burn Pivotal Study,” said Trudy Estridge, Sr. Director of Regulatory Affairs at Spectral AI. “The unique characteristics of DeepView
AI®-Burn meet criteria that, to our knowledge, no approved or cleared alternatives registered by the FDA currently possess. Therefore, the Company
has decided to pursue a De Novo submission requesting classification of DeepView AI®-Burn as a Class II medical device. This process provides a
pathway for FDA clearance for low- or medium-risk medical devices with no existing predicate, or no substantial equivalence. We expect to submit this
request in the second quarter of 2025 and, if granted, the FDA will create a new product code for the DeepView® System.”

DeepView AI®-Burn was previously granted Breakthrough Device Designation by meeting two key criteria determined by the FDA. First, the Device
provides for a more effective treatment or diagnosis relative to the current standard of care in the U.S. Second, the Device represents a novel
technology that has the potential to lead to a clinical improvement in the diagnosis, treatment, cure, mitigation, or prevention of the life-threatening or
irreversibly debilitating disease or condition.  

“The process of developing an innovative healthcare solution with the potential to change the standard of care is a long and challenging process,” said
Peter M. Carlson, Chief Executive Officer of Spectral AI. “Our progress to date reflects the commitment of our dedicated team of employees and
consultants, government partners, and study participants. I remain exceedingly grateful for their continuing support. As we pursue FDA submission for
DeepView AI®-Burn, we are following a process that we believe can capitalize on the platform nature of our DeepView® System and expedite the
commercialization of additional pipeline applications. We look forward to our future with confidence.”

The DeepView® System wound healing assessment platform empowers clinicians at all levels with the insights necessary for timely and informed
treatment  decisions.  The  use  of  the  DeepView®  System aims  to  deliver  expedited  treatment,  reduce  potential  complications,  improve  patient
outcomes, and more efficiently allocate limited healthcare resources.

For more information on the FDA De Novo process and Breakthrough Device program, visit: 
BreakthroughDevicesProgram@fda.hhs.gov
https://www.nature.com/articles/s41746-024-01021-y
https://medicaldeviceacademy.com/de-novo-review-timeline/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm

About Spectral AI 

Spectral AI, Inc. is a Dallas-based predictive AI company focused on medical diagnostics for faster and more accurate treatment decisions in wound
care, with initial applications involving patients with burns and diabetic foot ulcers. The Company is working to revolutionize the management of wound
care by “Seeing the Unknown ®” with its DeepView ® System.  The DeepView® System is a predictive device that offers clinicians an objective and
immediate assessment of a wound’s healing potential prior to treatment or other medical intervention. With algorithm-driven results and a goal to
change the current standard of care, the DeepView® System is expected to provide faster and more accurate treatment insight towards value care by
improving patient outcomes and reducing healthcare costs. For more information about the DeepView® System, visit www.spectral-ai.com. 

Forward Looking Statements 

Certain statements made in this release are “forward looking statements” within the meaning of the “safe harbor” provisions of the United States
Private Securities Litigation Reform Act of 1995, including statements regarding the Company’s strategy, plans, objectives, initiatives and financial
outlook. When used in this press release, the words “estimates,” “projected,” “expects,” “anticipates,” “forecasts,” “plans,” “intends,” “believes,” “seeks,”
“may,” “will,” “should,” “future,” “propose” and variations of these words or similar expressions (or the negative versions of such words or expressions)
are intended to identify forward-looking statements. 

These forward-looking statements are not guarantees of future performance, conditions or results, and involve a number of known and unknown risks,
uncertainties, assumptions and other important factors, many of which are outside Company’s control, that could cause actual results or outcomes to
differ materially from those discussed in the forward-looking statements. As such, readers are cautioned not to place undue reliance on any forward-
looking statements. 

Investors  should  carefully  consider  the  foregoing  factors  and  the  other  risks  and  uncertainties  described  in  the  “Risk  Factors” sections  of  the
Company’s filings with the SEC, including the Registration Statement and the other documents filed by the Company. These filings identify and
address other important risks and uncertainties that could cause actual events and results to differ materially from those contained in the forward-
looking statements. 

Investors: 

https://www.globenewswire.com/Tracker?data=5n7YjnrW4l9TsmI-Y1ubgqJUscvV8wfr4hiVnIKlNnHOLM9C4-7W3eVvxvgIToty2XHBVkMWEj59d8GfCRr5bRVnMtKvX4TE6soselrreiLcq8Y1l_O7qr8bocRJxUYjs7Le2VSRwazsrjp6_gZ9Yw==
https://www.globenewswire.com/Tracker?data=ZzI07ee63t3qyFmWfa6gqh8b_gePOkyFUWtM-nUQShGJX3wl_PvIuU90LC2wVy0AJzHiAWOXErq5OeKKGg5b4XYFH7Lfc_0n1PdJCUecmZzQcGmo_mWZN046M1sNY1kSVQx5ZSS-n2f6XXMpEdilAvLijnV83m5BYbdWrXMGzfc=
https://www.globenewswire.com/Tracker?data=ZzI07ee63t3qyFmWfa6gqntOdYy8SEbuEoZftt-VNzjOREka2Ns6BRFmfJ7llfauJs-skBKdCC9thLkJXcRCH2s74o6EfELDOqf5au3PyocpvK4r7lQn0SDlCgOMk-XSUoTuPJtID13kEtKOnivclUKSGvZwpvN1TPiUHlfNoYy1JMNpfFMINMRjOPb---9z
https://www.globenewswire.com/Tracker?data=ZzI07ee63t3qyFmWfa6gqrNR56R7id5xBLRH4ZntkK-DpXWewevn-nwgbWxc4It7PzyWr7C4PAm-bvFuCij2DQkbwLhI0lTNkOwvGFB1DVhLteFX7WvPv7l6iR5P3ngceDWj9Gs2p7v7Y6XKkTC901CC36_CeH8u-pZGn_WyrPfRXIChhxpqAb2byiKObUbaNYr5blBkGXB_NM3ZpJM5DA==
https://www.globenewswire.com/Tracker?data=eZ0BVUXmjy5YpaxZfF9o_ZjBooI14IHWfQAzEF9G7l72bkMRP9mDSyPZ7f2RzgrMSNm2fLnaw59pwLK0yzj-uRTTWsJcj6d8rt8n3Fuw0XFMUBtxOfV4oA_v1PdqAjspUgzIrPPMdz7ViQqE4iYv5jY1vS0KQ9C2f_VrWFRVAuBGCHSCxZVvZKtDDKjqiFYqmNhWEZ_xcvZnIgh9UQjLoSqt_qz11LCyOuNcORvNS4pjOqNWl0s5npNsoij2gXuN0FZJPHc07Ix29twhIXY0mA==
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