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OUTLOOK

Soligenix, Inc. (SNGX) has a number of important
catalysts ahead in the second half of 2025. The company
is currently conducting the Phase 3 FLASH2 trial of
HyBryte™ (SGX301) for the treatment of early-stage
cutaneous T cell lymphoma (CTCL). We anticipate an
update on enrollment in the 2H25, with topline results
expected in the 2H26. A clinical update is expected in the
3Q25 for the ongoing investigator-initiated study (l1IS)
sponsored by Dr. Ellen Kim, which is evaluating extended
HyBryte treatment for up to 54 weeks. Topline results are
expected in the Phase 2a trial of SGX302 in mild-to-
moderate psoriasis. Lastly, topline results are expected in
the Phase 2a proof-of-concept trial of Behcet's Disease

Current Price (07/10/25) $1.25 with SGX945 in the 3Q25.
Valuation $35.00
SUMMARY DATA
52-Week High $7.73 Risk Level Above Avg.
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WHAT’S NEW

Business Update
Multiple Catalysts Ahead in 2H25

Soligenix, Inc. (SNGX) is a late-stage biopharmaceutical company developing products to treat rare diseases
within two business segments: Specialized BioTherapeutics and Public Health Solutions. The Specialized
BioTherapeutics business segment currently has multiple products under development with multiple catalysts
anticipated in the second half of 2025.

Phase 3 FLASH2 Trial: Enroliment Updated Anticipated in 2H25

The Phase 3 FLASH2 Trial is evaluating HyBryte™ (SGX301 or synthetic hypericin) in 80 patients with early-
stage cutaneous T cell lymphoma (CTCL). The FLASH2 trial is very similar in design to the successful Phase
3 FLASH trial, as shown in the following figure, which provides a comparison between the two studies. One
key difference between the trials is that in the FLASH trial patients were treated for three cycles of six-weeks
each, with a two-week break in between cycles and the primary efficacy endpoint was measured after the first
treatment cycle, while in the FLASH2 trial patients will be treated for 18 consecutive weeks before the primary
efficacy endpoint is assessed. Based on the results from the FLASH trial, we believe the FLASH2 trial has a
high probability of success.

Comparison of FLASH and FLASHZ2 Studies

FLASH FLASH2
s HyBryte™ Placebo HyBryte™ Placebo
(Blinded) 118 subjects; 3 lesions 51 subjects; 3 lesions ~40 subjects; 3-5 lesions ~40 subjects; 3-5 lesions
Treatment 2x/week for 6 weeks
(+ 2 week rest prior to assessment) Treatment
Primary Endpoint Achieved 2x/week for 18
‘ weeks
Cycle 2: ™
Weeyks 9-16 H.yBryte ] | : ;
(Open label) All subjects; 3 lesions » Primary Endpoint

40% Response Rate

3 Months Follow-up

Cycle 3: ™
Weekys 17-24 HAyBryte A
(Optional) All subjects; All lesions
FLASH2 expected to have a high probability of success with
49% Response Rate larger magnitude of response given the response rate
(18 weeks, 49%, p<0.0001 vs. Placebo Cycle 1) observed after 1 rrupted) treatment in the first
FLASH study ( 0001 vs. Placebo Cycle 1)
‘ » FLASH2 will enro ven Soligenix previous
experience with high-enrolling US clinical sites, and potential
6 Months F°"°W'UP toznroll patients t%\at particigated in the first FLASP‘IJstudy

Source: Soligenix, Inc.

Investigator-Initiated Study (11S): Clinical Update in 3Q25

An IS of HyBryte in CTCL patients is currently being conducted by Ellen Kim, MD, Director, Penn Cutaneous
Lymphoma Program, Vice Chair of Clinical Operations, Dermatology Department, and Professor of
Dermatology at the Hospital of the University of Pennsylvania. The study is being supported by a $2.6 million
Orphan Products Development Grant from the Food and Drug Administration (FDA). It is evaluating HyBryte
treatment for up to 54 weeks in patients with early-stage CTCL. Soligenix previously announced that following
18 weeks of continuous treatment, 75% of patients achieved “treatment success”, which is defined as a 250%
improvement in the cumulative mCAILS (modified Composite Assessment of Index Lesion Severity) score
compared to baseline. In addition, three patients achieved a complete response. We anticipate an additional
clinical update in the third quarter of 2025.
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Phase 2a Trial in Mild-to-Moderate Psoriasis: Topline Results in 4Q25

Soligenix is currently conducting a Phase 2a trial of SGX302 in patients with mild-to-moderate psoriasis. The
company previously announced results from the first two cohorts, which showed a clear biological signal as
evidenced by an improvement in PASI (psoriasis area and severity index) score. The study is currently
investigating different levels of light intensity/duration to optimize the conditions for psoriasis patients. Once
those conditions are optimized, the ultimate goal will be to transition to “at home” use prior to initiating a Phase
3 trial. We anticipate topline results from the last cohort of patients in the fourth quarter of 2025.

Phase 2a Trial in Behcet's Disease: Topline Results in 3Q25

A Phase 2a proof-of-concept trial of SGX945 (dusquetide) is currently being conducted in patients with
Behcet's Disease (BD). BD is a chronic recurrent multisystemic disease that causes oral aphthous ulcers,
genital ulcers, skin lesions, and other pathologies (Mendes et al., 2009). Interestingly, the epidemiology of BD
is distributed along the ancient Silk Road from Mediterranean countries (Turkey has 370 cases per 100,000
population), to Middle Eastern and East Asian countries. In contrast, there are very few cases found in
Northern Europe (0.64 cases per 100,000 population), North America (0.12-0.33 cases per 100,000
population), Australia, and Africa (Deuter ef al., 2007). Thus, BD is an orphan disease in the U.S., however
there may be as many as 500,000 people worldwide with the disease.

Dusquetide was previously tested as a treatment for oral mucositis in which it showed biological activity
against aphthous ulcers induced by chemotherapy and radiation, thus serving as a proof-of-concept for the
treatment of oral ulcers in BD. We anticipate topline results in the third quarter of 2025.

Hypericin Manufacturing Transferred to U.S.

On July 1, 2025, Soligenix announced it has successfully transferred the manufacturing process for synthetic
hypericin (the active ingredient in HyBryte and SGX302) from Europe to Sterling Pharma Solutions in the U.S.
Soligenix and Sterling have begun cGMP manufacturing of drug product for clinical trials and the long-term
plan is to establish a commercial manufacturing agreement.

Conclusion

We look forward to the multiple upcoming catalysts for Soligenix in the second half of 2025. The update on the
IIS should provide additional read-through to the FLASH2 trial, which we already have high confidence in
being successful based on the robust results announced thus far for the IIS and its similarity to the FLASH2
trial. The psoriasis and BD programs offer additional upside that is not being factored in to the current share
price. With no changes to our model our valuation remains at $35 per share.
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PROJECTED FINANCIALS

Soligenix, Inc. 2024 A Q1A Q2E Q3 E Q4 E 2025 E 2026 E 2027 E
License Revenue $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0
Grant/Contract Revenue $0.1 $0.0 $0.0 $0.0 $0.0 $0.0 $1.0 $1.0
HyBryte $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0
Public Health Solutions $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0
Total Revenues $0.1 $0.0 $0.0 $0.0 $0.0 $0.0 $1.0 $1.0
Cost of Revenue $0.1 $0.0 $0.0 $0.0 $0.0 $0.0 $0.8 $0.8
Gross Income $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.2 $0.2
Gross Margin 0.0% #DIV/0! 100.0% #DIV/0! #DIV/0! 100.0% 20.0% 20.0%
Research & Development $5.2 $2.2 $1.3 $1.4 $1.5 $6.4 $5.3 $5.5
General & Administrative $4.2 $1.1 $1.2 $1.3 $1.2 $4.8 $5.0 $5.2
Other Expenses $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0
Operating Income ($9.4) ($3.3) ($2.5) ($2.7) ($2.7) ($11.3) ($10.1) ($10.5)
Operating Margin - - - - - - - -
Other Income (Net) $0.8 $0.1 $0.0 $0.0 $0.0 $0.1 $0.0 $0.0
Pre-Tax Income ($8.7) ($3.2) ($2.5) ($2.7) ($2.7) ($11.2) ($10.1) ($10.5)
Net Taxes (benefit) $0.4 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0 $0.0
Tax Rate 4.7% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0%
Reported Net Income ($8.3) ($3.2) ($2.5) ($2.7) ($2.7) ($11.2) ($10.1) ($10.5)
Net Margin - - - - - - - -
Reported EPS ($4.98) ($1.06) ($0.79) ($0.82) ($0.79) ($3.45) ($2.02) ($1.75)
YOY Growth - - - - - - - -
Basic Shares Outstanding 1.7 3.0 3.2 3.3 3.4 3.2 5.0 6.0

Source: Zacks Investment Research, Inc.

David Bautz, PhD

© Copyright 2025, Zacks Investment Research. All Rights Reserved.




. HISTORICAL STOCK PRICE

Source: Zacks Small Cap Research
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I, David Bautz, PhD, hereby certify that the view expressed in this research report accurately reflect my personal views about the subject
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POLICY DISCLOSURES
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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
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CANADIAN COVERAGE

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
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satisfy 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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