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OUTLOOK

On July 31, 2025, Soligenix, Inc. (SNGX) announced
encouraging results from the Phase 2a clinical trial of SGX-
945 (dusquetide) for the treatment of Behcet's disease (BD)
in which the compound demonstrated biological efficacy. This
was an open-label study designed to be highly comparable to
the Phase 3 trial of apremilast (Otezla®) that was the basis
for marketing approval for oral ulcers in BD. Using the same
primary endpoint as the Phase 3 apremilast study (area
under the curve of the mean number of ulcers vs. time), after
four weeks of treatment the SGX945 group had a 40%
improvement relative to the placebo group from the Phase 3
apremilast study, while apremilast had a 37% improvement
relative to placebo. Soligenix will be reformulating SGX945 to
enable home-based treatment before embarking on a
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WHAT’S NEW

Business Update

Encouraging Results from PhaseZ2a Trial of SGX945 in Behcet’s Disease

On July 31, 2025, Soligenix, Inc. (SNGX) announced encouraging results from a Phase 2a clinical trial of SGX945
in Behcet's disease (BD) in which the compound exhibited biological efficacy. These results are supportive of
advancing the compound into a placebo-controlled Phase 2b trial, which will be pursued by the company following a
reformulation of the drug, which is currently administered intravenously.

The Phase 2a study was modeled after the Phase 3 clinical trial of apremilast (Otezla®), which served as the basis
for marketing approval of that drug for oral ulcers in BD (Hatemi et al., 2019). A total of eight patients were enrolled
in the study and administered SGX945 IV twice a week for four weeks. A four-week follow-up was also conducted
following cessation of SGX945 treatment. The primary endpoint was the area under the curve (AUC) of the mean
number of ulcers versus time.

The results of the trial showed that after 4 weeks of treatment, the SGX945-treated group had a 40% improvement
relative to the placebo group from the Phase 3 apremilast study. This compares to a 37% improvement for the
apremilast group relative to placebo. The improvement in the SGX945-treated group was sustained through the 4-
week follow-up period. A 32% improvement relative to placebo was noted at Week 8, even though treatment had
stopped at Week 4. Apremilast-treated patients, who were administered drug continuously through Week 12,
showed a 41% improvement at Week 8.
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Source: Soligenix, Inc.

Notable reports from the SGX945 study include 7/8 patients reporting a perceived benefit from treatment, including
reduced duration of oral ulcers, reduced number of oral ulcers, and reduced oral pain. One of the patients had a
skin ulcer that resolved during the 4-week treatment period with SGX945. Importantly, SGX945 was well tolerated
with no treatment-related adverse events. Commonly reported adverse events in the apremilast study included
diarrhea (41%) and nausea (19%), neither of which were reported for SGX945-treated patients.

Since SGX945 is currently administered intravenously, Soligenix is planning to reformulate SGX945 as a
subcutaneous injection that can administered by patients at home, similar to GLP-1 therapies. Following the
reformulation, we anticipate the company performing a placebo-controlled Phase 2b trial of SGX945 in BD patients.
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Background on 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 et 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.

There are no standardized regimens for treating BD. Systemic corticosteroids, interferon-alpha (INF-a) therapy, and
anti-tumor necrosis factor alpha (TNF-a) therapy are all used as first-line agents and have shown good efficacy. As
mentioned above, apremilast was approved by the FDA for the treatment of oral ulcers in BD patients.

Conclusion

The encouraging results from the Phase 2a trial of SGX945 in BD patients is a positive catalyst for the company
and fully supports moving into a placebo-controlled Phase 2b trial. The company will be reformulating the
compound to make it easier for patients to administer, as SGX945 is currently dosed intravenously. We look forward
to additional updates regarding the reformulation and potential timelines for when a Phase 2b ftrial could get
underway. 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
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CANADIAN COVERAGE
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