
 
UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

 
FORM 8-K

 
CURRENT REPORT

Pursuant to Section 13 or 15(d) of the
Securities Exchange Act of 1934

 
Date of Report (Date of earliest event reported): October 27, 2020 

 
RELMADA THERAPEUTICS, INC.

(Exact name of registrant as specified in its charter)
 

Nevada  000-55347  45-5401931
(State or other jurisdiction 

of incorporation)
 (Commission File Number)  (IRS Employer

Identification No.)
 

880 Third Avenue, 12th Floor
New York, NY

 
10022

(Address of principal executive offices)  (Zip Code)
 

Registrant’s telephone number, including area code (646) 876-3459
 
 

(Former name or former address, if changed since last report)
 

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions (see
General Instruction A.2. below):

 
☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

 
☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

 
☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

 
☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

 
Securities registered pursuant to Section 12(b) of the Act:

 
Title of each class  Trading Symbol  Name of exchange on which registered

Common stock, $0.001 par value per share  RLMD  The Nasdaq Global Select Market
 

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of
the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).
 
Emerging growth company  ☐
 
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial
accounting standards provided pursuant to Section 13(a) of the Exchange Act.  ☐
 

 



 

  
EXPLANATORY NOTE

   
Item 8.01. Other Events  
 

The Company issued a press release regarding the appointment of two officers, a copy of which is attached as Exhibit 99.1 hereto and is incorporated herein by
reference.
 
Item 9.01. Financial Statements and Exhibits.
 
(d) Exhibits

 
Exhibit No.  Description
99.1  Press Release dated October 27, 2020
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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:  October 27, 2020 RELMADA THERAPEUTICS, INC.
   
 By: /s/ Sergio Traversa
 Name: Sergio Traversa
 Title: Chief Executive Officer
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Exhibit 99.1

Relmada Therapeutics Expands R&D Team, Appoints Paolo Manfredi, M.D., as Acting Chief Scientific Officer, 
Marco Pappagallo, M.D., as Acting Chief Medical Officer and Updates R&D Milestones

NEW YORK, New York, October, 27, 2020 (PR Newswire) -- Relmada Therapeutics, Inc. (Nasdaq: RLMD), a clinical-stage company developing novel therapies for the
treatment of central nervous system (CNS) diseases, today announced the expansion of its leadership team with the appointments of Paolo Manfredi, M.D., as Acting Chief
Scientific Officer and Marco Pappagallo, M.D., as Acting Chief Medical Officer. The Company also provided an update of upcoming milestones for the REL-1017 program.

Dr. Manfredi has been the co-founder of Medeor, Inc. (now merged into Relmada), for which he also served as Scientific Director and co-inventor of REL-1017.  Prior to this,
Dr. Manfredi was an Assistant Professor in Neurology and Neuroscience at the Weill Medical College of Cornell University and served as the Fellowship Director of the Pain
and Palliative Care Program at Memorial Sloan Kettering Cancer Center. Dr. Manfredi earned his Doctor of Medicine at the University of Genoa, Italy, completed his residency
in neurology at Albert Einstein College of Medicine and completed several postdoctoral training fellowships, including a pain management fellowship at Massachusetts General
Hospital and Harvard University.
 
Dr. Pappagallo most recently served as Chief Medical Officer at CerSci Therapeutics, a privately-held biotech company focused on developing pain therapeutics that was
recently acquired by ACADIA Pharmaceuticals. Prior to this, he held the role of Medical Expert-in-Residence and Executive Director of Medical Intelligence at Grünenthal -
USA.  Dr. Pappagallo previously served as the co-founder and Chief Medical Officer of NovaPharm Therapeutics. Dr. Pappagallo served in a number of senior roles at leading
medical institutions, including as the Director of Chronic Pain in the Department of Pain and Palliative Care at Beth Israel Medical Center and Professor and Director of Pain
Research in the Department of Anesthesiology at Mount Sinai Medical Center.  Dr. Pappagallo completed his medical school and post-graduate training in neurosurgery at the
University of Rome, Italy. Subsequently, he completed his neurology residency training at the State University of New York at Stony Brook and was a clinical and research
fellow in pain medicine at John Hopkins University.
 
Relmada also provided an R&D milestone update, as the company continues to be on track to start its first pivotal Phase III trial of REL-1017 for the adjunctive treatment of
major depressive disorder (MDD) in the fourth quarter of 2020.  Also, this quarter, the company expects to begin its human abuse potential studies of REL-1017.  Other
anticipated milestones for REL-1017 in 2021 include:
 

· 1H21 – Start of second pivotal Phase III adjunctive MDD trial
· 1H21 – Start of Phase II monotherapy MDD trial
· 2Q21 – Results of human abuse potential studies
· 4Q21 – Results of Phase II monotherapy MDD trial
· 1H22 – Results of Phase III adjunctive MDD trials

 

 



 

 
"We are delighted to welcome Dr. Manfredi and Dr. Pappagallo to Relmada’ s leadership team. Dr. Manfredi was the co-founder of Medeor, Inc., now merged into Relmada. As
a co-inventor of our core technology, Dr. Manfredi’s deep insight and expertise will continue to be invaluable in the further clinical development of our lead product candidate,
REL-1017," said Sergio Traversa, Chief Executive Officer of Relmada. “Dr. Pappagallo brings over 30 years of medical expertise in neurology medicine. With his significant
experience directing clinical programs and passion for addressing significant medical unmet needs, Dr. Pappagallo will be instrumental in shaping Relmada’ s future clinical
development strategy and execution. We look forward to the significant contributions of both of these world-renowned medical experts.  We are also quite excited to provide our
milestone update, which highlights our team’s robust progress, as we continue to advance REL-1017’s late-stage development.”
 
“I am delighted to expand my commitment to Relmada to oversee its research programs as Acting Chief Scientific Officer and lead the scientific development of REL-1017, a
compound with which I am extremely familiar and I look forward to advancing this innovative treatment,” said Dr. Manfredi.
 
Dr. Pappagallo commented, “I am excited about joining a team focused on addressing diseases of the CNS with innovative approaches, and most importantly to help the
millions people who continue to need new options for the treatment of MDD. I look forward to leading the next and last phase of clinical development of REL-1017, as an
adjunctive as well as front line monotherapy treatment of MDD, as we progress our development program.”
 
About REL-1017
 
REL-1017, a novel NMDA receptor (NMDAR) channel blocker that preferentially targets hyperactive channels while maintaining physiological glutamatergic
neurotransmission, is entering late-stage studies as an adjunctive treatment for MDD in adults.  In addition to safety and efficacy, our clinical program for REL-1017 will
evaluate its potential as the first rapid-acting, oral, once-daily antidepressant treatment.  In a Phase 2 trial, REL-1017 demonstrated rapid onset and sustained antidepressant
effects with statistically significant improvements as compared to placebo on efficacy measures.  The Phase 2 study also confirmed the favorable safety and tolerability profile
of REL-1017 observed in previously completed Phase 1 studies. In April 2017, the FDA granted Fast Track designation for REL-1017 for the adjunctive treatment of major
depressive disorder.
 
About Relmada Therapeutics, Inc.
 
Relmada Therapeutics is a late-stage pharmaceutical company addressing diseases of the central nervous system (CNS), with a focus on major depressive disorder (MDD). Our
experienced and dedicated team is committed to making a difference in the lives of patients and their families.  Relmada’ s lead program, REL-1017, is a novel NMDA receptor
(NMDAR) channel blocker that preferentially targets hyperactive channels while maintaining physiological glutamatergic neurotransmission, and is entering late-stage studies
as an adjunctive treatment for MDD in adults.
 

 



 

 
Forward-Looking Statements
The Private Securities Litigation Reform Act of 1995 provides a safe harbor for forward-looking statements made by us or on our behalf. This press release contains statements
which constitute "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,
including but not limited to statements regarding the expected use of the proceeds from the offering. Any statement that is not historical in nature is a forward-looking statement
and may be identified by the use of words and phrases such as "expects," "anticipates," "believes," "will," "will likely result," "will continue," "plans to," "potential,"
"promising," and similar expressions. These statements are based on management's current expectations and beliefs and are subject to a number of risks, uncertainties and
assumptions that could cause actual results to differ materially from those described in the forward-looking statements, including the risk factors described under the heading
"Risk Factors" set forth in the Company's reports filed with the SEC from time to time. No forward-looking statement can be guaranteed, and actual results may differ
materially from those projected. Relmada undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events, or
otherwise. Readers are cautioned that it is not possible to predict or identify all the risks, uncertainties and other factors that may affect future results and that the risks described
herein should not be a complete list.
 
Investor Contact:
 
Tim McCarthy 
LifeSci Advisors 
212-915-2564 
tim@lifesciadvisors.com
 
Media Inquiries:
 
FischTank PR
relmada@fischtankpr.com
 
 

 

 


