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Item 8.01. Other Events
 
On July 25, 2018 Corbus Pharmaceuticals Holdings, Inc. (the “Company”) announced that the Company will proceed with a Phase 3 trial
evaluating the efficacy and safety of lenabasum for the treatment of dermatomyositis (“DM”). The U.S. Food and Drug Administration
(“FDA”) provided guidance on the overall study design of this trial at a recent end-of-Phase 2 meeting. The Phase 3 study is planned to
begin at the end of 2018.
 
The international Phase 3 trial will be a 1-year, double-blind, randomized, placebo-controlled study testing efficacy and safety of
lenabasum in approximately 150 adults with DM. Subjects will be randomized to receive lenabasum 20 mg twice per day, lenabasum 5 mg
twice per day, or placebo twice per day in a 2:1:2 ratio. The primary efficacy outcome will be American College of
Rheumatology/European League Against Rheumatism 2016 Total Improvement Score (TIS) in adult dermatomyositis and polymyositis, a
composite measure of improvement from baseline in six endpoints: Physician Global Activity, Patient Global Activity, Health Assessment
Questionnaire, Manual Muscle Testing, and measurement of muscle enzymes and extra muscular activity. Change in the Cutaneous
Dermatomyositis Activity and Severity index (CDASI) activity score will be a secondary efficacy outcome.
 
The Company recently received FDA Orphan Drug Designation for lenabasum for the treatment of DM.
 
Forward- Looking Statements
 
This Current Report on Form 8-K contains certain forward-looking statements within the meaning of Section 27A of the Securities Act of
1933 and Section 21E of the Securities Exchange Act of 1934 and Private Securities Litigation Reform Act, as amended, including those
relating to the Company’s product development, clinical trials, clinical and regulatory timelines, market opportunity, competitive position,
possible or assumed future results of operations, business strategies, potential growth opportunities and other statement that are predictive
in nature. These forward-looking statements are based on current expectations, estimates, forecasts and projections about the industry and
markets in which we operate and management’s current beliefs and assumptions.
 
These statements may be identified by the use of forward-looking expressions, including, but not limited to, “expect,” “anticipate,”
“intend,” “plan,” “believe,” “estimate,” “potential,” “predict,” “project,” “should,” “would” and similar expressions and the negatives of
those terms. These statements relate to future events or our financial performance and involve known and unknown risks, uncertainties, and
other factors which may cause actual results, performance or achievements to be materially different from any future results, performance
or achievements expressed or implied by the forward-looking statements. Such factors include those set forth in the Company’s filings with
the Securities and Exchange Commission. Prospective investors are cautioned not to place undue reliance on such forward-looking
statements, which speak only as of the date of this press release. The Company undertakes no obligation to publicly update any forward-
looking statement, whether as a result of new information, future events or otherwise.
 

 



 
 

SIGNATURES
 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by
the undersigned hereunto duly authorized.
 
 CORBUS PHARMACEUTICALS HOLDINGS, INC.
                               
Dated: July 25, 2018 By: /s/ Yuval Cohen
 Name: Yuval Cohen
 Title: Chief Executive Officer
 

 



 


