
 
 
 
 

 
 

 
 
 
 
 

Innovation Pharmaceuticals Announces License Agreement with Alfasigma S.p.A. for the 
Development and Commercialization of Brilacidin in Ulcerative Proctitis/Ulcerative 
Proctosigmoiditis 

• Over $24M in initial and milestone-based payments 

BEVERLY, MA – July 22, 2019 (GLOBE NEWSWIRE) Innovation Pharmaceuticals 
(OTCQB:IPIX) (“the Company”), a clinical stage biopharmaceutical company, is pleased to report 
that the Company has executed a license agreement with Alfasigma S.p.A (“Alfasigma”) to develop 
and commercialize locally-administered Brilacidin (e.g., foam, enema, gel), on a worldwide basis, 
for the treatment of Ulcerative Proctitis/Ulcerative Proctosigmoiditis (UP/UPS). 

The Company will receive from Alfasigma an initial payment, plus be eligible for additional 
payments based on certain milestones, totaling over $24 million, and receive a 6 percent royalty 
(net sales) based on the successful marketing of Brilacidin for UP/UPS. The agreement also 
includes a Right of First Refusal for Brilacidin for the treatment of more extensive forms of 
Inflammatory Bowel Disease (IBD), such as Ulcerative Colitis and Crohn’s Disease, and a Right of 
First Negotiation for Brilacidin in other Gastrointestinal indications. 

“This licensing agreement with Alfasigma is a major milestone for the Company,” commented 
Arthur P. Bertolino, MD, PhD, MBA, President and Chief Medical Officer at Innovation 
Pharmaceuticals. “Alfasigma is a first-class global pharmaceutical company with proven IBD 
expertise, marketing products like Xifaxan for Irritable Bowel Syndrome, which makes them an 
attractive partner to advance Brilacidin in UP/UPS. We are confident that Brilacidin for UP/UPS is 
in good hands, as Alfasigma works to potentially commercialize the drug. At the same time, we’re 
excited to be underway with our own Brilacidin oral formulation efforts to treat more extensive 
forms of IBD. We currently are utilizing sophisticated, controlled-release tablet technology to 
enable targeted delivery of oral Brilacidin in the colon, with in-human testing anticipated to start as 
soon as year-end. Millions of patients continue to suffer from hard-to-treat GI diseases, with recent 
deal-making in the pharmaceutical industry revealing significant premiums being paid for 
promising oral IBD drugs. As such, we are committed to advancing Brilacidin across multiple IBD 
indications, and also in other key franchise therapeutic areas, like our Phase 3-ready oral rinse 
Brilacidin program in Oral Mucositis.” 

“We are thrilled to forge this partnership with Innovation Pharmaceuticals,” said Vincenzo Colli, 
Chief Executive Officer at Alfasigma. “The Phase 2 Brilacidin clinical study results in UP/UPS 
look promising and reflective of Brilacidin’s unique drug properties and treatment potential. 
Alfasigma plans to dedicate considerable internal resources, including formulation and IP expertise, 
and to make a substantial investment to advance Brilacidin, with the objective to offer patients a 
safe and effective new treatment option in the management of UP/UPS. We will also closely follow 
Innovation’s progress in developing oral Brilacidin, as we remain highly interested in novel oral 
IBD treatments. This agreement is a further step in strengthening our pipeline.” 



 
 

 
 
 
 
 
About Brilacidin for IBD 

Inflammatory Bowel Disease (IBD) is a hard-to-treat, chronic, autoimmune condition that affects 
approximately 10 million people worldwide, including 3 million people in the U.S., with 70,000 
newly diagnosed cases each year. The overall GI market sector is estimated to grow from $35.7 
billion in 2015 to $48.4 billion by 2022. Brilacidin is being developed as a novel, non-
corticosteroid, non-biologic treatment, with formulation plans including oral tablets for Ulcerative 
Colitis and Crohn’s Disease, and enema, foam and/or gel for mild-to-moderate Ulcerative 
Proctitis/Ulcerative Proctosigmoiditis (UP/UPS), two types of IBD. As released previously, a 
majority of patients treated with Brilacidin administered via retention enema achieved Clinical 
Remission (Modified Mayo scoring) in a Phase 2, open-label, Proof-of-Concept (PoC) clinical trial 
evaluating Brilacidin for UP/UPS. In addition, mucosal healing was evidenced by endoscopic 
review, an increasingly important measure toward establishing a drug’s efficacy. In late 2018, the 
Company presented a scientific poster—Brilacidin for Inflammatory Bowel Disease (available for 
download here, pdf)—at the inaugural “IBD Innovate 2018” conference, hosted by the Crohn’s & 
Colitis Foundation. Brilacidin may be particularly beneficial in treating IBD due to: 1) its ability to 
inhibit Phosphodiesterase 4 (PDE4), which is being pursued as a novel therapeutic avenue in IBD; 
and 2) its potential to compensate for defensin deficiencies that are implicated in the pathogenesis 
of IBD. 

Alerts 
Sign-up for Innovation Pharmaceuticals email alerts is available at: 
http://www.ipharminc.com/email-alerts/ 

About Alfasigma  
Alfasigma is a privately-owned, Italy-based integrated multinational pharmaceutical company with 
2018 revenues in excess of €1 billion, 5 manufacturing plants, R&D facilities, and 3,000 employees 
globally. Outside of its core Italian market, Alfasigma has 16 subsidiaries in Europe, Asia, North 
and Central America and Africa, and is present in more than 90 countries. More than 44% of 
Alfasigma turnover comes from internally developed proprietary products, one of which is 
XIFAXAN. More information is available at the Alfasigma website at: 
http://www.alfasigma.com/en 

About Innovation Pharmaceuticals 
Innovation Pharmaceuticals Inc. (IPIX) is a clinical stage biopharmaceutical company developing a 
world-class portfolio of innovative therapies addressing multiple areas of unmet medical need, 
including inflammatory diseases, cancer, infectious disease, and dermatologic diseases. Brilacidin, a 
versatile compound with broad therapeutic potential, is in a new chemical class called defensin-
mimetics. A Phase 2 trial of Brilacidin as an oral rinse for the prevention of Severe Oral Mucositis 
(SOM) in patients with Head and Neck Cancer, met its primary and secondary endpoints, including 
reducing the incidence of SOM. The Company plans to advance Brilacidin oral rinse into Phase 3 
development, subject to available financial resources. Positive results were also observed in a Phase 
2 Proof-of-Concept trial treating patients locally with Brilacidin for Ulcerative Proctitis/Ulcerative 
Proctosigmoiditis. A Phase 2b trial of Brilacidin showed a single intravenous dose of the drug 
delivered comparable outcomes to a seven-day dosing regimen of the FDA-approved blockbuster 
daptomycin in treating Acute Bacterial Skin and Skin Structure Infections. Kevetrin is a novel anti-
cancer drug shown to modulate p53, often referred to as the “Guardian Angel Gene” due to its 

https://www.cdc.gov/ibd/data-statistics.htm
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http://www.ipharminc.com/press-release/2019/6/6/innovation-pharmaceuticals-signs-agreement-for-advanced-oral-tablet-technology-in-treating-inflammatory-bowel-disease
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http://www.ipharminc.com/new-blog/2017/10/24/deficient-defensins-and-missing-mucins-in-the-pathogenesis-of-inflammatory-bowel-disease
https://www.sciencedirect.com/science/article/pii/S0025619618307511
http://www.ipharminc.com/email-alerts/
http://www.alfasigma.com/en


 
 

 
 
 
 
 
crucial role in controlling cell mutations and has successfully completed a Phase 2 trial in ovarian 
cancer. More information is available on the Company website at www.IPharmInc.com. 

Forward-Looking Statements: This press release contains forward-looking statements made 
pursuant to the safe harbor provisions of the Private Securities Litigation Reform Act of 1995 
including statements concerning the future execution of potential definitive agreements with global 
pharmaceutical companies and the anticipated terms thereof, our future drug development plans, 
other statements regarding future product developments, and markets, including with respect to 
specific indications, and any other statements which are other than statements of historical fact. 
These statements involve risks, uncertainties and assumptions that could cause the Company’s 
actual results and experience to differ materially from anticipated results and expectations 
expressed in these forward-looking statements. The Company has in some cases identified forward-
looking statements by using words such as “anticipates,” “believes,” “hopes,” “estimates,” 
“looks,” “expects,” “plans,” “intends,” “goal,” “potential,” “may,” “suggest,” and similar 
expressions. Among other factors that could cause actual results to differ materially from those 
expressed in forward-looking statements are the Company’s need for, and the availability of, 
substantial capital in the future to fund its operations and research and development; including the 
amount and timing of the sale of shares of common stock under securities purchase agreements; the 
fact that the Company’s compounds may not successfully complete pre-clinical or clinical testing, 
or be granted regulatory approval to be sold and marketed in the United States or elsewhere. A 
more complete description of these risk factors is included in the Company’s filings with the 
Securities and Exchange Commission. You should not place undue reliance on any forward-looking 
statements. The Company undertakes no obligation to release publicly the results of any revisions 
to any such forward-looking statements that may be made to reflect events or circumstances after 
the date of this press release or to reflect the occurrence of unanticipated events, except as required 
by applicable law or regulation. 

INVESTOR AND MEDIA CONTACT 
Innovation Pharmaceuticals Inc. 
Leo Ehrlich 
info@ipharminc.com 
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