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Spectral Al, Inc. (MDAI - NASDAQ)
OUTLOOK

Spectral Al is developing an Al-guided predictive medical device that
employs multispectral imaging (MS]I) to estimate a wound’s capacity to
heal. The company is pursuing indications in burn and diabetic foot ul-
cers (DFUs) with the former receiving support from BARDA & other gov-
discount rate to generate the Spectral Al target price. We fore- ernment agencies. Spectral is distinguished by its combination of MSI

cast revenues from the United States and the United Kingdom and Al to improve diagnoses.

in the burn indication to produce our cash flow estimates. Spectral is conducting multiple clinical trials around the world to obtain
approval for its device with the FDA & other regulatory agencies. A pivot-
al burn study is underway in order to support a De Novo submission in
2025. It has received the UKCA mark for burn in the UK & expects to
commercialize DeepView there in 2H:24. The company is also pursuing
the CE mark in Europe. Spectral will consider new diagnostic areas for
Current Price (3/20/2025) $1.66  DeepView such as amputation & critical limb ischemia.

Valuation $5.00  We forecast DeepView product revenues from burn centers & emergen-
cy departments using a licensing fee model that provides access to ser-
vice, training & algorithm updates. Device sales & per transaction fees
may also be part of the reimbursement model. Geographical opportuni-
ties include US, the UK and EU with potential for broader distribution.

MDALI: Burn Study Topline Data

Our valuation uses a discounted cash flow model and a 15%

SUMMARY DATA

52-Week High 3.25 Risk Level Above Average
52-Week Low 0.82 Type of Stock Small-Growth
One-Year Return (%) -38.0 Industry Med-Tech Devices
Beta 0.4
Average Daily Volume (sh) 930,857
ZACKS ESTIMATES

Shares Outstanding (mil) 18.6 R
Market Capitalization ($mil) 30.3 (Ine;’iﬁg‘nl;gf USD)
Short ettt (Gave) o @ @ o e

ituti w ip (% :

. . (Mar) (Jun) (Sep) (Dec) (Dec)
Insider Ownership (%) 38.7 2023 $51A  $43A  $34A  $53A  $181A
Annual Cash Dividend $0.00 2024 $6.3A  $7.5A $8.2 A $7.3E $29.3E
Dividend Yield (%) 000  20%5 $26.6E

2026 $43.4E

5-Yr. Historical Growth Rates Earnings per Share

Sales (%) N/A
Earnings Per Share (%) N/A Q1 Q2 Q3 Q4 Year
Dividend (%) N/A 2023 -$0.27 A -$0.25A -$0.77A  -$0.19A  -$1.48A
2024 -$0.19A -$0.16 A -$0.08 A -$0.11E  -$0.55E
P/E using TTM EPS N/A 2025 -$0.57 E
P/E using 2024 Estimate N/A 2026 $0.26 E
P/E using 2025 Estimate N/A
Zacks Rank N/A
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. WHAT’S NEW

Spectral Al, Inc. (NASDAQ: MDAI) reported topline data from its burn validation study in a March 17t press release
confirming DeepView’s superior detection sensitivity relative to burn physicians. The announcement reminded
stakeholders of the device’s background and development along with a description of the burn study’s trial design.
Data regarding DeepView’s sensitivity, specificity and Dice Score were provided. Submission of the De Novo appli-
cation to the FDA is expected in mid-2025. Spectral communicated other important information recently including
the reiteration of access to additional financing, three device installations in Australia, progress in the intended spin-
off of Spectral IP and the announcement of its 2024 financial results on March 27,

Burn Validation Study Results

On February 7, Spectral announced that it had completed the data analysis of the burn validation study presaging
the release of topline data on March 17%. Results comparing the sensitivity, Dice score and specificity were provid-
ed along with anticipated timing for clearance and commercialization.

Burn Trial Background

On January 11t, 2024, Spectral announced that it began enrollment of its pivotal study to validate DeepView for
burn injuries. The study enrolled and analyzed data from 164 patients, consisting of 115 adults and 49 children in
burn centers and emergency departments throughout the US. The study was filed under clinicaltrials.gov under the
designator NCT06131203 and is titled Burn Pivotal Study. Its purpose is to validate the burn healing assessment
algorithm for the DeepView device. 16 sites enrolled patients.

Analysis of study data generated results related to the sensitivity, specificity and Dice score of the DeepView sys-
tem at both a pixel level and full image level compared with the clinical judgment of burn physicians. Findings of the
various endpoints were:

» Sensitivity - The DeepView System demonstrated a statistically significant improvement in identifying non-
healing tissue compared to burn physicians, as judged on sensitivity. At the image-wise level, the
DeepView System scored 86.6% while clinical judgment annotation (CJA) of burn physicians scored 40.8%.
At the pixel-wise level, the DeepView System scored 81.9% and CJA of burn physicians scored 38.8%;

» Dice Score! - The DeepView System achieved statistically significant higher Dice Scores when compared
to those derived from burn physicians’ CJA, representing the improved pixel-wise evaluation between pred-
icated and true segmented wound areas with the DeepView System performing at 68.5% and burn physi-
cian’s CJA at 39.2%;

» Specificity - The DeepView System produced a specificity of 61.2% (versus an anticipated result of 36.0%)
and CJA of 79.1%.

The anticipated regulatory pathway will include a De Novo FDA submission for DeepView in June 2025, which, if
successfully approved, will allow for commercialization of the device in 2026. Spectral will request consideration of
DeepView as a Class Il device.? After receiving the approval for use in burn centers, Spectral will pursue emergen-
cy department approval via the 510(k) pathway.3

Beyond the binary output provided by the DeepView Burn diagnostic, the device is also able to rapidly and accu-
rately determine burn size. Details of a proof-of-concept module was detailed in an October 3, 2024 press release.
In seconds, DeepView Burn can provide the total body surface area (TBSA) of a burn and calculate depth, area and
volume assisting providers to determine the best course forward. This technology is embedded into the DeepView

! The Dice Score, also known as the Dice Similarity Coefficient (DSC), is a metric used to measure the similarity between two sets, commonly
used in image segmentation tasks to compare the predicted segmentation with the ground truth. It is commonly used in medical image segmen-
tation, computer vision and natural language processing. The DSC contrasts with simple accuracy metrics like sensitivity and specificity in that it
considers both size and spatial alignment of segmented regions, reflecting perceptual quality more effectively.

2 Class Il medical devices require greater regulatory controls than Class | devices to ensure safety and effectiveness but are typically less risky
than Class Il devices. The FDA classifies medical devices based on the level of control necessary to provide a reasonable assurance of the de-
vice's safety and effectiveness. Class |l medical devices present moderate risk and can pose a moderate risk to the patient if used incorrectly or
malfunction. They require special controls in addition to the general controls required for Class | devices which may include specific labeling re-
quirements, mandatory performance standards and post-market surveillance.

3 The 510(k) pathway is designed for devices that are substantially equivalent to a legally marketed device known as a predicate device. The de-
vice must not pose new risks. 510(k) is primarily intended for Class Il devices, but some low-risk Class | devices also follow this pathway. The
approval process calls for the manufacturer to demonstrate that the device is similar in safety and effectiveness to an already-approved device.
Clinical trials are usually not required unless substantial changes are made to the design or use.
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system and can aid clinicians in their efforts to improve patient treatment decisions. We believe that this functionali-
ty will be part of the FDA submission and formalized in the instructions for use.

2024 Financial Results Release Date Scheduled

Spectral announced its plan to report 2024 earnings results for the period ending December 31%t, 2024 on Thurs-
day, March 7th, 2025 after the market close. A conference call will be held at 5:00 pm Eastern Time to discuss re-
sults. Call in details are available in the release and investors may also access the webcast in the Events and
Presentations section of the website.

Reqistration Statement Filed for Spectral IP IPO

Spectral Al's wholly-owned subsidiary, Spectral IP, Inc., filed a registration statement with the SEC related to the
spinoff and an initial public offering of its shares of common stock. The new company will be renamed SIM IP, Inc.
The number of shares and pricing have not yet been determined. Dominari Securities is acting as the representative
of the underwriters and Revere Securities is acting as the co-underwriter for the proposed offering. Further details of
the offering are available in the March 20" press release and in Form S-1.

Australia Device Installations

In July 2024, Spectral announced a collaboration with PolyNovo Limited to conduct a limited deployment for burn
evaluation in Australia. PolyNovo develops and sells skin substitutes and distributes them globally. The goal of the
deployment is to facilitate access to Australia’s Special Access Scheme, which allows certain health practitioners to
use medical devices that are not included in the Australian Register of Therapeutic Goods. Spectral is now in the
process of fulfilling the requirements before the devices can be deployed down under.

The company updated the progress with this initiative in a March 6™, 2025 press release confirming that three
DeepView system devices were installed in Australia. The installations will support the anticipated future rollout of
additional DeepView devices based on clinician evaluations and experiences with the device.

DeepView Development Progress

Spectral has been consistently advancing its DeepView program, collecting, analyzing and implementing new data.
Last December, Spectral disclosed that it had completed the truthing* of burn center images. The dataset used to
complete the process consisted of over 3,000 biopsied images. This was followed by the company’s update to its
software to reflect user feedback that is expected to enhance DeepView’s diagnostic precision in UK-deployed sys-
tems. Data was generated from real-world physician experience and frontline input from clinicians. The updates al-
low for improved diagnostic accuracy, workflow integration, and patient care. This update is also expected to help
support unit deployment in Australia.

4 Truthing is the process of gathering basic data that verifies whether portions of a wound did or did not heal and then using this data to train the
Al-powered algorithm. For each patient, images are collected during the early stages of treatment and correlated with biopsies, 21-day wound
assessments and expert evaluations. This combination of data creates what is termed the "ground truth" dataset, enabling DeepView to distin-
guish between wounds likely to heal and those requiring intervention.
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Milestones

Y

Completion of burn center enroliment — August 2024

Management restructuring — October 2024

Warrant repricing — November 2024

Stakeholder involvement in DeepView training & validation — December 2024
Confirmation of compliance with NASDAQ listing requirements — December 2024
DeepView Burn Study Topline — December 2024

Emergency Department enrollment completed in US Burn Pivotal Study — January 2025
Data analysis complete for US Burn Pivotal Study — February 2025

Deployment of DeepView System in UK — 2025

Emergency Department Enrollment Completion — April 2025

De Novo classification request for burn diagnostic — June 2025

Spin out and IPO of Spectral IP - 2025

Launch of DeepView in US Burn Centers — 2026

Launch of DeepView in US Emergency Departments (Burn) — 2026/2027
DeepView SnapShot M Launch for Military Use - 2027
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Exhibit | — DeepView Product Deployment Timeline
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Source: Spectral Al August Corporate Presentation

Summary

Spectral provides topline data for its burn center validation study demonstrating impressive results for its sensitivity
and Dice score, which both were substantially better and statistically significant compared to assessments by burn
physicians. Next steps for the program are to compile the De Novo application which should be in front of the FDA
by mid-year 2025. In parallel, Spectral is developing its SnapShot M portable device and expanding its reach into
Australia and the UK with new system deployments. The company is on track for a mid-2025 submission of its De
Novo application, which, if accepted by the FDA, suggests approval and deployment of the DeepView burn device
in 2026. We maintain our valuation of $5.00 per share.
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. PROJECTED FINANCIALS

Spectral Al, Inc. - Income Statement

Spectral Al, Inc. 2023 A Q1A Q2 A Q3A Q4 E 2024 E 2025 E 2026 E
Total Revenues ($US '000) $18,056 $6,326 $7,478 $8,173 $7,322 $29,299 | $26,606 | $43,351
YOY Growth -28.8% 25% 76% 138% 38% 62% -9% 63%
Cost of Goods Sold| $10,176 $3,381 $4,164 $4,506 $3,954 $16,005 $14,234 $23,063
Product Gross Margin 43.6% 46.6% 44.3% 44.9% 46.0% 45.4% 46.5% 46.8%
General & administrative| $20,864 $5,088 $5,756 $4,553 $5,511 $20,908 $24,750 $27,500
Research & development $0 $0 $0 $0 $0 $0 $0 $0
Income from operations ($12,984) | ($2,143) ($2,442) ($886) ($2,143) | ($7,614) | ($12,378) | ($7,212)
Operating Margin
Interest (expense) income, net $172 $14 $6 ($8) $3 $15 $50 $50
Other income, net| ($8,031) ($1,054) ($359) ($573) $0 ($1,986) $0 $0
Pre-Tax Income ($20,843) | ($3,183) ($2,795) ($1467) ($2,140) | ($9,585) | ($12,328) | ($7,162)
Provision for Income Tax ($11) ($22) ($69) ($37) $0 ($128) $0 $0
Net Income ($20,854) | ($3,205) ($2,864) ($1,504) ($2,140) | ($9,713) | ($12,328) | ($7,162)
Net Margin
Reported EPS ($1.48) ($0.19) ($0.16) ($0.08) ($0.11) ($0.55) ($0.57) ($0.26)
YOY Growth
Fully Diluted Shares 14,088 16,560 17,598 17,862 18,750 17,693 21,625 27,500

Source: Company Filing // Zacks Investment Research, Inc. Estimates
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. HISTORICAL STOCK PRICE

Spectral Al, Inc. — Share Price Chart®

5 Source: Zacks Research System
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DISCLOSURES

The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe.

ANALYST DISCLOSURES

I, John Vandermosten, hereby certify that the views expressed in this research report accurately reflect my personal views about the subject se-
curities and issuers. | also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or
views expressed in this research report. | believe the information used for the creation of this report has been obtained from sources | considered
to be reliable, but | can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the
opinions expressed are subject to change without notice.

INVESTMENT BANKING AND FEES FOR SERVICES

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of
the securities covered in this report or article.

Zacks SCR has received compensation from the issuer directly or from an investor relations consulting firm engaged by the issuer for providing
non-investment banking services to this issuer and expects to receive additional compensation for such non-investment banking services provid-
ed to this issuer. The non-investment banking services provided to the issuer includes the preparation of this report, investor relations services,
investment software, financial database analysis, organization of non-deal road shows, and attendance fees for conferences sponsored or co-
sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number and types of services contracted.

POLICY DISCLOSURES

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.

SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any
security followed by SCR nor do they act as dealers in these securities. Each Zacks SCR Analyst has full discretion over the valuation of the is-
suer included in this report based on his or her own due diligence. SCR Analysts are paid based on the number of companies they cover.

SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or
article.

ADDITIONAL INFORMATION

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or
tweets are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned.

CANADIAN DISCLAIMER

This research report is a product of Zacks SCR and prepared by a research analyst who is employed by or is a consultant to Zacks SCR. The
research analyst preparing the research report is resident outside of Canada and is not an associated person of any Canadian registered adviser
and/or dealer and, therefore, the analyst is not subject to supervision by a Canadian registered adviser and/or dealer, and is not required to sat-
isfy the regulatory licensing requirements of any Canadian provincial securities regulators, the Investment Industry Regulatory Organization of
Canada and is not required to otherwise comply with Canadian rules or regulations.
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