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Item 8.01          Other Events.
 
On November 18, 2022, KemPharm, Inc., a Delaware corporation (the “Company”), announced that the U.S. Food and Drug Administration (the
"FDA") granted the Orphan Drug Designation to serdexmethylphenidate ("SDX"), the Company’s proprietary prodrug of d-methylphenidate, for the
treatment of idiopathic hypersomnia ("IH"), a rare neurological sleep disorder.
 
SDX is the sole active pharmaceutical ingredient in KP1077, the Company’s lead clinical candidate being developed as a treatment for IH and narcolepsy.
The Company expects to initiate a Phase 2 clinical trial of KP1077 in patients with IH prior to year-end 2022 and a second trial in patients with narcolepsy
in 2023.
 
FDA Orphan Drug Designation may be granted to investigational therapies addressing rare medical diseases or conditions that affect fewer than 200,000
people in the United States, or a patient population greater than 200,000 individuals in the United States and when there is no reasonable expectation that
the cost of developing and making available the drug in the United States will be recovered from sales in the United States for that drug. If a product that
has Orphan Drug Designation subsequently receives the first FDA approval for a particular active ingredient for the disease for which it has such
designation, the product is entitled to orphan product exclusivity, which means that the FDA may not approve any other applications, including a full new
drug application ("NDA"), to market the same drug for the same indication for seven years, except in limited circumstances. Orphan drug exclusivity does
not prevent the FDA from approving a different drug for the same disease or condition, or the same drug for a different disease or condition. Among the
other benefits of Orphan Drug Designation are tax credits for certain research and a waiver of the NDA application user fee.
 
This Form 8-K contains forward-looking statements made in reliance upon the safe harbor provisions of Section 27A of the Securities Act of 1933, as
amended, and Section 21E of the Securities Exchange Act of 1934, as amended. Forward-looking statements include all statements that do not relate solely
to historical or current facts, including without limitation and which can be identified by the use of words such as “may,” “will,” “expect,” “project,”
“estimate,” “anticipate,” “plan,” “believe,” “potential,” “should,” “continue,” "could," "intend," "target," "predict," or the negative versions of those words
or other comparable words or expressions, although not all forward-looking statements contain these identifying words or expressions.  Forward-looking
statements are not guarantees of future actions or performance. These forward-looking statements include statements regarding the promise and potential
impact of our preclinical or clinical trial data, including without limitation the timing and results of any clinical trials or readouts, the impact of Orphan
Drug Designation, the potential uses or benefits of arimoclomol, KP1077, SDX, or any other product candidates for any specific disease indication or at
any dosage, the potential benefits of any of the Company’s product candidates, and the Company's strategic and product development objectives. These
forward-looking statements are based on information currently available to the Company and its current plans or expectations and are subject to a number
of known and unknown uncertainties, risks and other important factors that may cause our actual results, performance or achievements to be materially
different from any future results, performance or achievements expressed or implied by the forward-looking statements. These and other important factors
are described in detail in the “Risk Factors” section of the Company’s Annual Report on Form 10-K for the year ended December 31, 2021, as updated by
the Quarterly Report on Form 10-Q for the three and nine months ended September 30, 2022, and the Company’s other filings with the Securities and
Exchange Commission. The Company is under no obligation to, and expressly disclaims any such obligation to, update or alter its forward-looking
statements, 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.
 
  KemPharm, Inc.
    
Date: November 18, 2022  By: /s/ R. LaDuane Clifton
   R. LaDuane Clifton, CPA
   Chief Financial Officer, Secretary and Treasurer
 
 


