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Soligenix Inc. is a late-stage biopharmaceutical company focused on developing and commercializing 
products to treat rare diseases where there is an unmet medical need. It has two areas of focus:

1) a specialized biotherapeutics segment dedicated to the development of products for orphan  diseases and 
areas of unmet medical need such as cutaneous T-cell lymphoma, oral mucositis, pediatric Crohn’s disease, 
acute radiation enteritis, and 

2) a public health solutions segment to develop vaccines and therapeutics for military and civilian 
applications in the areas of ricin exposure, and emerging and antibiotic-resistant infectious disease, including 
a vaccine for COVID-19.

Analysts: 

Greg Beckett CIM FCSI

Book Value $0.25

Outstanding Shares (M) 28.2

Mkt Cap (USD, M) $69.94

Price $2.31

52 week price range $0.98- $3.54

Net Working Cap (M) $7.2

Long Term Debt $162,000

Shareholder’s Equity (M) $7.4

Soligenix Inc.



Operational: 
Key inflection points in 2019 and 2020. Positive Phase 3 clinical 
results in Cutaneous T-cell Lymphoma. Phase 3 results of the drug 
to treat Oral Mucositis in head and neck cancer is expected in 
December 2020.

Financial: 
Rare disease pipeline funded by the U.S. government allowing the 
company to manage its cash flows very effectively. It has a stable 
balance sheet.

Strategic: 
Significant global market opportunity. There are multiple products 
with fast track and/or orphan designation, each of which holds the 
potential for significant commercial returns. 

OPERATIONAL OVERVIEW



Soligenix Inc. is a late-stage biopharmaceutical company focused on developing and commercializing 
products to treat rare diseases where there is an unmet medical need. It has two active business 
segments: Specialized BioTherapeutics (formerly BioTherapeutics) and Public Health Solutions (formerly 
Vaccines/BioDefense).

The Specialized BioTherapeutics business segment is developing a novel photodynamic therapy 
(SGX301) utilizing topical synthetic hypericin activated with safe visible fluorescent light for the 
treatment of cutaneous T-cell lymphoma (CTCL), the first-in-class innate defense regulator technology, 
dusquetide (SGX942) for the treatment of oral mucositis in head and neck cancer, and proprietary 
formulations of oral beclomethasone 17,21-dipropionate (BDP) for the prevention/treatment of 
gastrointestinal (GI) disorders characterized by severe inflammation, including pediatric Crohn’s disease 
(SGX203) and acute radiation enteritis (SGX201).

It has three Phase 3 assets. Cutaneous T-cell lymphoma (SGX301). Positive statistically significant final 
results achieved, study complete, new drug application (NDA) in preparation for submission to the US 
Food and Drug Administration (FDA). Oral mucositis in head & neck cancer (SGX942). Pivotal study in 
progress, interim analysis and patient enrollment complete, final results in 4Q 2020.

Pediatric Crohn’s disease (SGX203). Pivotal study initiation contingent upon additional funding and/or 
partnership.

The Public Health Solutions business segment includes active development programs for RiVax, the ricin 
toxin vaccine candidate and SGX943, the therapeutic candidate for antibiotic resistant and emerging 
infectious disease.

The development of the vaccine programs currently is supported by heat stabilization technology, known 
as ThermoVax, under government funding. With the government contract from the National Institute of 
Allergy and Infectious Diseases (NIAID), the company will attempt to advance the development of RiVax 
to protect against exposure to ricin toxin. The Company is also developing a heat stable subunit vaccine 
for COVID-19, called CiVax.
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SGX301 – for Treating Cutaneous T-Cell Lymphoma

SGX301 is a novel, first-in-class, photodynamic therapy that utilizes safe visible light for activation. The active 

ingredient in SGX301 is synthetic hypericin, a photosensitizer which is topically applied to skin lesions and then 

activated by visible light 16 to 24 hours later. 

Drug used in SGX301 is chemically synthesized by a proprietary manufacturing process and not extracted from 

plants. Hypericin is optimally activated with visible light thereby avoiding the negative consequences of ultraviolet 

light. 

In a published Phase 2 clinical study in CTCL, after six weeks of twice weekly therapy, a majority of patients 

experienced a statistically significant (p<0.04) improvement with SGX301 whereas the placebo was ineffective: 

58.3% compared to 8.3%, respectively.

PIPELINEPIPELINE

SGX301 has received Orphan Drug designation as well as Fast-Track designation from the United States Food 

and Drug Administration. 

In August 2018, the U.S. Patent Office granted a patent titled “Systems and Methods for Producing Synthetic 

Hypericin” for the unique proprietary process manufacturing the highly purified form of synthetic hypericin, 

the active pharmaceutical ingredient in SGX301.

Based on the positive and previously published Phase 2 results, the company initiated the pivotal Phase 3 

clinical study of SGX301 for the treatment of CTCL during December 2015. The trial referred to as the FLASH 

study (Fluorescent Light Activated Synthetic Hypericin), aims to evaluate the response to SGX301 as a skin 

directed therapy to treat early-stage CTCL. 



Positive primary endpoint analysis for the Phase 3 study for SGX301 was completed in March 2020. The study 

enrolled 169 patients (166 evaluable) randomized 2:1 to receive either SGX301 (116 patients) or placebo (50 

patients) and demonstrated a statistically significant treatment response (p=0.04) in the CAILS primary endpoint 

assessment at 8 

weeks for Cycle 1. A total of 16% of the patients receiving SGX301 achieved at least a 50% reduction in their index 

lesions compared to only 4% of patients in the placebo group at 8 weeks. SGX301 treatment in the first cycle was 

safe and well-tolerated.

During April 2020, analysis of the second open-label treatment cycle (“Cycle 2”) was completed, showing that 

continued treatment with SGX301 twice weekly for an additional 6 weeks (12 weeks total) increased the positive 

response rate to 40% (p<0.0001 compared to placebo and p<0.0001 compared to 6-weeks treatment). 

After the subsequent additional 6-week treatment, the response rate in patients receiving a total of 12 weeks 

treatment increased two and a half-fold. Treatment responses were assessed at Week 8 (after 6 weeks of 

treatment) and at week 16 (after 12 weeks of treatment). 

A positive response was defined as an improvement of at least 50% in the CAILS for three index lesions evaluated 

in both Cycles 1 and 2. The data continues to indicate that SGX301 is safe and well-tolerated.



SGX942 - for treating Oral Mucositis in Head and Neck Cancer

SGX942 is a first-in-class, injectable drug, called an Innate Defense Regulator (IDR), that modulates the 
body’s innate immune system to reduce inflammation. SGX942 is the product candidate containing the IDR 
technology, dusquetide, targeting the treatment of oral mucositis in head and neck cancer patients.

The company received the Fast Track designation for the treatment of oral mucositis as a result of radiation 
and/or chemotherapy treatment in head and neck cancer patients from the FDA. In addition, dusquetide has 
been granted PIM designation in the UK by the MHRA for the treatment of severe oral mucositis in head and 
neck cancer patients receiving chemoradiation therapy.

The company initiated a Phase 2 clinical study of SGX942 for the treatment of oral mucositis in head and 
neck cancer patients in December of 2013. It completed enrollment in this trial in the second half of 2015, 
and in December 2015 released positive preliminary results.

In this Phase 2 proof-of-concept clinical study that enrolled 111 patients, SGX942, at a dose of 1.5 mg/kg, 
successfully reduced the median duration of severe oral mucositis by 50%, from 18 days to 9 days (p=0.099) 
in all patients and by 67%, from 30 days to 10 days (p=0.040) in patients receiving the most aggressive 
chemoradiation therapy for treatment of their head and neck cancer.

The p-values met the prospectively defined statistical threshold of p<0.1 in the study protocol. A less severe 
occurrence of oral mucositis, ulcerative oral mucositis (defined as oral mucositis with a WHO score ≥2 
corresponding to the occurrence of overt ulceration in the mouth), was also monitored during the study.



ThermoVax – Thermostability Technology

ThermoVax is a novel method for thermostabilizing vaccines with a variety of adjuvants, resulting in a single vial which 
can be reconstituted with water for injection immediately prior to use. One of the adjuvants utilized in ThermoVax is 
aluminum salts (known colloquially as Alum). Alum is the most widely employed adjuvant technology in the vaccine 
industry.

ThermoVax has the potential to facilitate easier storage and administration of strategic national stockpile vaccines for 
ricin exposure in emergency settings.

The company obtained an exclusive worldwide license forCoVaccine HT™ , a novel vaccine adjuvant, from BTG 
Specialty Pharmaceuticals (BTG), a division of Boston Scientific Corporation, for the fields of coronavirus infection 
(including SARS-CoV-2, the cause of COVID-19), and pandemic flu.

The company and its collaborators have successfully demonstrated the utility of CoVaccine in the development of the 
heat stable filovirus vaccine program, with vaccine candidates against Ebola and Marburg virus disease.

Given this previous success, CoVaccine will potentially be an important component of the company’s vaccine 
technology platform, currently being assessed for use against coronaviruses including SARS-CoV-2, the cause of 
COVID-19, referred to as CiVax.

The license agreement was executed between Soligenix and Protherics Medicines Development, one of the 
companies that make up the BTG specialty pharmaceutical business, which owns the CoVaccine intellectual property.

In the patients receiving the most aggressive chemoradiation therapy, the median duration of oral mucositis was 
found to decrease from 65 days in the placebo treated patients to 51 days in the patients treated with SGX942 1.5 
mg/kg (p=0.099).

In June 2020, enrollment of 268 subjects were completed. Topline final results are expected in the fourth quarter of 
2020.



RiVax – Ricin Toxic Vaccine

RiVax is the proprietary vaccine candidate being developed to protect against exposure to ricin toxin and if 
approved, would be the first ricin vaccine. The development of RiVax has been sponsored through a series 
of overlapping challenge grants, UC1, and cooperative grants, U01, from the NIH, granted to the company 
and to UTSW where the vaccine originated. The second clinical trial was supported by a grant from the 
FDA’s Office of Orphan Products to UTSW. NIH contract is about $21.2 million.



The company is undergoing losses. Until the 
company is able to generate significant sales it will 
depend on funding or it has to raise cash through 
equity or debt financing.

The company has different products in various 
stages of clinical and pre-clinical development.

It would require significant funding otherwise the 
company has to abandon some of the drugs.
Since the products are in various stages of trials 
the stock could be volatile.

The company has no approved products in the 
market.

The company has to comply with the various 
government regulations. Failure to comply with 
any regulation will be time consuming and would 
require large amount of money.

The company has to depend on various 
stakeholders. If any partner does not co-operate it 
could delay the launch of products.

Drug approval is a lengthy process which is very 
time-consuming and requires a lot of money.

The company’s market capitalization is small which 
would be subject to a lot of volatility.

The COVID-19 might delay the company’s 
operations and effective preparation for the 
clinical trials.

The company might have to raise equity which will 
further dilute the stake of existing shareholders.

RISKSRISKS



The company released its third-quarter results on November 12, 2020. Revenue was $0.6 million when 
compared to $1.3 million for the same period last year. 

Revenues include payments on a contract in support of RiVax, the company’s ricin toxin vaccine candidate, 
grants received to support the development of SGX943 for treatment of emerging and/or antibiotic-
resistant infectious diseases, Thermovax, and the assessment of SGX942 safety in juvenile animals. 

Soligenix’s basic net loss was $1.8 million, or ($0.06) per share, compared to a loss of $2.7 million or ($0.14) 
per share, for the same period last year. The decrease in net loss was primarily the result of less research and 
development spending due to the completion of the Phase 3 CTCL trial.
The company has cash of $11.3 million as of September 30, 2020.

FINANCIALSFINANCIALS

Annual Revenue Model 2020E 2021E 2022E 2023E 2024E

SGX301    

   

CTCL Patients 45000 47250 49600 52100 54700

Market Penetration     6% 10% 15%

Treatable Patients     2976 5210 8205

           

Approx. price per treatment cycle   $8,000 $8,500 $8,500 $8,500

           

Revenue Mil USD     $25 $44 $70

           

SGX942          

           

Oral Mucositis   18000 18400 18700 19100

Market Penetration 3% 5% 6%

Treatable Patients 5520 9350 11460

Approx. price per treatment cycle $6,000 $6,000 $6,000 $6,000

Revenue Mil USD $33 $56 $69

Total Revenue Mil USD $58 $100 $139



FINANCIALSFINANCIALS

Management expects the WW market opportunity for SGX942 to be $500 million, $250 million for SGX301, $200 million for 
SGX203, $300 million for SGX201, and $200 million for RiVax.

We have a price target of $6.00 based on DCF model. We have used conservative estimates as the final approval is pending for 
SGX301 and Phase 3 results for SGX942. There are other products in the pipeline which could add more value to the company. 

DCF Model 2019A 2020E 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2031E

Revenue in USD Mil $5 $5 $6 $58 $100 $133 $145 $157 $165 $173 $182 $191 $201

growth 13%   72% 32% 9% 8% 5% 5% 5% 5% 5%

COGS $4 $4 $4 $50 $80 $80 $83 $87 $92 $93 $95 $97 $98

Gross Profit $1 $2 $2 $8 $20 $53 $62 $70 $73 $80 $87 $94 $103

Gross Profit Margin 33% 14% 20% 40% 43% 45% 44% 46% 48% 49% 51%

Operating Expenses $12 $12 $13 $50 $70 $72 $73 $73 $74 $73 $70 $70 $70

EBIT ($11) ($11) ($11) ($42) ($50 ($19) ($11) ($3) ($1) $7 $17 $24 $33

Other income/losses 0.6 0.8 0.8

Taxes $0.6 $4.80 $6.51

Net Profit ($9.4) ($9.7) ($10.2) ($41.6) ($49.6) ($19.0) ($11.0) ($3.0) ($1.0) $7.3 $16.9 $19.2 $26.0

Net Profit Margin -8% -2% -2% 4% 9% 10% 13%

NOPAY ($42) ($50) ($19) ($11) ($3) ($1) $7 $17 $24 $33 Terminal Value
$558.32

Discount Factor 1.09 1.19 1.30 1.41 1.54 1.68 1.83 1.99 2.17 2.37 2.37

Revenue in USD Mil $5 $5 $6 $58 $100 $133 $145 $157 $165 $173 $182 $191 $201

Discount rate 9%

Long term growth rate 3%

Total NPV $168.43

Cash $11.00

Enterprise Value $179.43

Outstanding Shares (M) 30

Price Target $6



Christopher J. Schaber – Chairman, President and CEO

Christopher J. Schaber, PhD has over 30 years of experience in the pharmaceutical and 
biotechnology industry. Dr. Schaber has been the President and a CEO and a director 
since August 2006. Prior to joining Soligenix, Dr. Schaber served from 1998 to 2006 as 
Executive Vice President and Chief Operating O�cer of Discovery Laboratories, Inc. From 
1996 to 1998, Dr. Schaber was a co-founder of Acute Therapeutics, Inc., and served as its 
Vice President of Regulatory Compliance and Drug Development.

Richard C. Straube – Senior Vice President and Chief Medical O�cer

Richard C. Straube, MD has over 35 years of experience in both academia and industry, 
he is a board-certified pediatrician with clinical research experience in host-response 
modulation, most notably with Centocor, Ohmeda Pharmaceuticals, INO Therapeutics, and 
Stealth Peptides, Inc. He was also the founding Chief Medical O�cer for INO 
Therapeutics.

Jonathan Guarino – Senior Vice President and CFO

Jonathan Guarino, CPA has over 20 years of diverse experience in the financial and 
strategic management of emerging growth and commercial companies, including in the 
life sciences industry. Previously, he served as Corporate Controller for Hepion 
Pharmaceuticals, Inc., where he contributed to the establishment of the financial 
infrastructure, as well as assisted with capital fund-raising and debt financings.

Oreola Donini – Senior Vice President and Chief Scientific O�cer

Oreola Donini, PhD has more than 20 years of experience in drug discovery and 
preclinical development with start-up biotechnology companies and has been 
instrumental in leading early stage development of several novel therapies into the clinic. 
Dr. Donini has worked previously with ESSA Pharma Inc., Inimex Pharmaceuticals Inc., and 
Kinetek Pharmaceuticals Inc., developing novel therapies for infectious disease, cancer 
and cancer supportive care.

MANAGEMENTMANAGEMENT



DISCLAIMERDISCLAIMER

The opinions expressed in this report are the true opinions of the analyst about this company and industry.  Any 
“forward looking statements” are our best estimates and opinions based upon information that is publicly available 
and that we believe to be correct, but we have not independently verified with respect to truth or correctness.

There is no guarantee that our forecasts will materialize. Actual results will likely vary. Richmond Club Wealth 
Management “RCWM”and its shareholders may or may not own any shares of the subject company.  The analyst does 
not own any shares of the subject company, does not make a market or o�er shares for sale of the subject company, 
does not have any investment banking business with the subject company. 

Fees were paid by the company to Richmond Club Corp. to cover the costs of creating content for the Richmond Club 
shareholder expansion program but no fees were paid by the company to RCWM for this research report. 

RCWM takes steps to ensure independence including utilizing analysts who abide by CFA Institute Code of Ethics and 
Standards of Professional Conduct. Additionally, analysts may not trade in any security under coverage. Distribution 
and dissemination of our reports utilizes multiple channels, including but not limited to: email, databases, targeted 
advertising, subscription, outsourced advertising, audio/visual presentations, and social media.

RCWM and its analysts have the exclusive right to rate any and all companies as BUY, HOLD, SELL, or SUSPEND, in any 
and all publications, including but not limited to initial research reports and quarterly or unannounced updates.

Visit www.richmondclub.com  to become a subscriber. This report contains “forward looking” statements. Forward-
looking statements regarding the Company and/or its stock’s performance inherently involves risk and uncertainties 
that could cause actual results to di�er from such forward-looking statements. 

By making these forward looking statements, RCWM and the analyst/author of this report undertakes no obligation to 
update these statements for revisions or changes after the date of this report. A report initiating coverage will most 
often be updated quarterly while a report issuing a rating may have no further or less frequent updates because the 
subject company is likely to be in earlier stages where nothing material may occur quarter to quarter. 

RCWM does not make any warranties, expressed or implied, as to results to be obtained from using this information 
and makes no express or implied warranties or fitness for a particular use. Anyone using this report assumes full 
responsibility for whatever results they obtain from whatever use the information was put to. Always talk to your 
financial advisor before you invest. Whether a stock should be included in a portfolio depends on one’s risk tolerance, 
objectives, situation, return on other assets, etc. 

Only your investment advisor who knows your unique circumstances can make a proper recommendation as to the 
merit of any particular security for inclusion in your portfolio. This REPORT is solely for informative purposes and is not 
a solicitation or an o�er to buy or sell any security. 

It is not intended as being a complete description of the company, industry, securities or developments
referred to in the material. Any forecasts contained in this report were independently prepared unless
otherwise stated. 

Additional information is available upon request. Please give proper credit, including citing RCWM and/or the analyst, 
when quoting information from this report. The information contained in this report is intended to be viewed only in 
jurisdictions where it may be legally viewed and is not intended for use by any person or entity in any jurisdiction where 
such use would be contrary to local regulations or which would require any registration requirement within such 
jurisdiction. 


