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Item 7.01 Regulation FD Disclosure.
 
On March 15, 2021, Relmada Therapeutics, Inc., announced the early termination of the ketamine segment of the human abuse potential study program on REL-1017
(esmethadone) due to the failure of control drug oral ketamine 100mg to separate from the placebo therefore invalidating the study design.  A copy of this announcement is
attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated into this Item 7.01 by reference.
 
The Securities and Exchange Commission encourages registrants to disclose forward-looking information so that investors can better understand the future prospects of a
registrant and make informed investment decisions. This Current Report on Form 8-K and exhibits may contain these types of statements, which are “forward-looking
statements” within the meaning of the Private Securities Litigation Reform Act of 1995, and which involve risks, uncertainties and reflect the Registrant’s judgment as of the
date of this Current Report on Form 8-K. Forward-looking statements may relate to, among other things, operating results and are indicated by words or phrases such as
“expects,” “should,” “will,” and similar words or phrases. These statements are subject to inherent uncertainties and risks that could cause actual results to differ materially from
those anticipated at the date of this Current Report on Form 8-K. Investors are cautioned not to rely unduly on forward-looking statements when evaluating the information
presented within.
 
The information in this Item 7.01 of this Current Report on Form 8-K, including the information set forth in Exhibit 99.1, is being furnished and shall not be deemed “filed” for
purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), nor shall it be deemed incorporated by reference in any filing under the
Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing. 
  
Item 9.01. Financial Statements and Exhibits.
 
(d) Exhibits

 
Exhibit No.  Description
99.1  Announcement on the early termination of ketamine segment of the human abuse potential study program on REL-1017 (esmethadone)
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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.

 
Dated: March 15, 2021 RELMADA THERAPEUTICS, INC.
   
 By: /s/ Sergio Traversa
 Name: Sergio Traversa
 Title: Chief Executive Officer
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Exhibit 99.1
 

We have recently initiated two separate human abuse potential studies, REL-1017-120 and REL-1017-124, using 100 mg oral ketamine and 40 mg oral oxycodone as positive
controls, respectively.
 
While the oxycodone study is advancing as planned and is expected to generate top line data in the second quarter of 2021, the ketamine study, due to the suspected inadequacy
of the active control in the trial, 100 mg of ketamine delivered orally, has been terminated early.
 
No safety signal and no psychotomimetic symptoms (delusions and/or delirium, hallucinations) were observed in any of the 5 arms of the REL-1017-120 study, including the
three tested dose levels of Rel-1017.
 
As part of data monitoring for the REL-1017-120 study, we analyzed the blinded data of completers from approximately 20% of the planned trial enrollment and observed that a
substantial number of subjects discerned no difference between the test doses in the study (100 mg ketamine; 25 mg, 75 mg and 150 mg of Rel-1017 and placebo, all given
orally). None of the tested drug arms in these subjects separated from the placebo range (subjects rate test doses on a likability scale ranging from 0 to 100 with 0 implying large
dislike, 40 to 60 implying neither like or dislike (placebo range) and 100 implying large likability). Failure of the active control (100 mg oral ketamine) to separate from placebo
invalidates this study design.  
 
Within the next 4 weeks, we plan to submit to the FDA a new study design proposing a different active control to enable the trial to meet its objective of assessing the abuse
potential of Rel-1017. Alternate routes of administration of ketamine have shown improved bioavailability relative to oral ketamine. As a result, it is our intention to investigate
intranasal or intravenous administration in the revised protocol. Our expectation is that we will be able to resume this portion of the Human Abuse Potential Program in the
second quarter of this year. 
 

 


