
 

 

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): June 26, 2019
 

MEDOVEX CORP.
(Exact Name of Registrant as Specified in Charter)

 
Nevada  001-36763  46-3312262

(State or other jurisdiction 
of incorporation)  

(Commission 
File Number)  

(IRS Employer 
Identification No.)

 
201 E Kennedy Blvd Ste 700 

Tampa, FL  33602
(Address of principal executive offices)  (Zip Code)

 
Registrant’s telephone number, including area code: (844) 633-6839

 
Copies to:

 
Arthur S. Marcus, Esq

Sichenzia Ross Ference LLP
1185 Avenue of the Americas

37th Floor
New York, New York
10036 (212) 930-9700
(212) 930-9725 (fax)

 
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:
 
 [  ] 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))
 

 
   



 
 
ITEM 1.01 ENTRY INTO A MATERIAL DEFINITIVE AGREEMENT.
 
On June 21, 2019, Medovex Corp (the “Company”), to be re-named H-CYTE, INC. entered into a Product Supply Agreement with Rion LLC (the “Agreement”). Rion is the
exclusive licensee and product supplier of a specific proprietary, biologic(the “Product”) and is engaged in the business of manufacturing, supplying and distributing the
Product. The Company is the owner of an autologous human cellular tissue therapy called HCT/P (the “Therapy”). The Company intends to develop a proprietary autologous
cellular therapy biologic utilizing the Product as an adjuvant in the purification of the Therapy which is intended to treat individuals suffering from chronic pulmonary diseases
and other lung disorders. Pursuant to the Agreement, the Company will exclusively buy the Product from Rion and Rion will exclusively sell the Product to the Company in the
Field. Field shall mean any use of the Product as an adjuvant with autologous source , derivatives of autologous source, autologous therapies, or derivatives of autologous
therapies, including, without limitation, the Therapy, for the purposes of creating a Product and treating chronic obstructive pulmonary disorder and other lung related ailments,
conditions, disorders and diseases. The Agreement provides that the Company will have the exclusive right to use the product in the Field and that Rion shall not manufacture,
supply or sell the Product for use, sale, or distribution, of any kind, in the Field to any person other than the Company (the “Exclusive Rights”). The Agreement is for a
minimum term of ten (10) years subject to extension.
 
ITEM 7.01 REGULATION FD DISCLOSURE.
 
On June 24, 2019, Medovex Corp. (“the Company”) filed a press release to its shareholders (the “Press Release”). A copy of the Press Release is attached as Exhibit 99.1 to this
Current Report on Form 8-K.
 
The information in this Current Report on Form 8-K, including Exhibit 99.1 attached hereto, is being furnished and shall not be deemed “filed” for the purposes of Section 18 of
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that Section, nor shall it be deemed subject to the requirements
of amended Item 10 of Regulation S-K, nor shall it be deemed incorporated by reference into any filing of the Company under the Securities Act of 1933, as amended, or the
Exchange Act, whether made before or after the date hereof, regardless of any general incorporation language in such filing. The furnishing of this information hereby shall not
be deemed an admission as to the materiality of any such information. Exhibit 99.1, which is incorporated herein by reference.
 
ITEM 9.01 FINANCIAL STATEMENTS AND EXHIBITS
 
(d) Exhibits

 
The exhibits listed below are furnished as Exhibits to this Current Report on Form 8-K.
 
Exhibit No.  Description
99.1  Press Release, dated June 24, 2019
 
   



 
 

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.
 
 MEDOVEX CORP.
   

Date: June 26, 2019 By: /s/ Jeremy Daniel
  Jeremy Daniel
  Chief Financial Officer
 
   



 
 



 
Medovex’s Transition to H-CYTE Underscores Biotechnology Focus
 
Announces Long-Term Agreement to Launch a Promising New Cellular Treatment for COPD
 
ALPHARETTA, Ga., June 24, 2019 (GLOBE NEWSWIRE) — Medovex Corp. (OTCQB: Symbol MDVX) (“Medovex” or the “Company”), is transitioning to its new name
H-CYTE Inc. (“H-CYTE”) to underscore its focus of delivering regenerative anti-inflammatory solutions to treat the unmet needs of patients.
 
Within its portfolio, the Company announced today H-CYTE will enhance its existing cytotherapy product line, developing a disruptive technology for chronic obstructive
pulmonary disease (“COPD”), the fourth leading cause of death in the U.S. To accelerate this vision, a 10-year exclusive and extendable supply agreement with Rion LLC
(“Rion”) has been executed that enables H-CYTE to develop proprietary biologics.
 
Rion has established a novel technology to harness the healing power of the body. Rion’s novel exosome technology, based on science developed at Mayo Clinic, provides an
off-the-shelf platform to enhance healing in soft tissue, musculoskeletal, cardiovascular and neurological organ systems.
 
With this agreement, Rion will serve as the product supplier and will co-develop a proprietary cellular platform with H-CYTE for the treatment of COPD. H-CYTE will control
the commercial development and facilitate clinical trial investigation. After conducting joint research and development of these biologics, H-CYTE intends to pursue
submission of an investigational new drug (IND) application for review by the U.S. Food and Drug Administration (“FDA”) for treatment of COPD.
 
“We are extremely pleased to announce today’s agreement with Rion. This relationship has the potential to prove transformational for our company and future patients as we
build promising new treatments for COPD and other lung disorders. Successful realization of this technology would be the first breakthrough in years for people with chronic
lung disease. Patients deserve expanded treatment options, and we remain committed to delivering an optimal solution,” said Bill Horne, H-CYTE CEO and Chairman.
 
Horne continued, “We look forward to working with Rion in this exciting endeavor. We intend to seek FDA approval for an innovative cellular treatment developed and
marketed commercially to treat the underserved chronic lung disease patient population. This newest initiative enriches our portfolio in treating chronic disease. While our
initial target is COPD, we believe this technology has applications in numerous other health care verticals.”
 
   



 
 
About H-CYTE Corporation
 
H-CYTE was formed to build and develop a diversified portfolio of innovative medical technology products and services to improve quality of life for patients. In late 2019, H-
CYTE’s biologics division, LungCYTE, plans to submit an IND to the FDA to study novel and proprietary biologics for treatment of COPD. For more information about H-
CYTE, please visit www.medovex.com.
 
About Rion
 
Rion develops and delivers cutting-edge exosome bio-therapeutics at low cost and in an off-the-shelf fashion. Building on science from Mayo Clinic, Rion aims to develop and
bring new solutions to patients. Rion is presently engaged in FDA-regulated clinical trials testing the safety and efficacy of this platform across a spectrum of medical and
surgical applications. For more information, please visit www.rionhealth.com.
 
Safe Harbor Statement
 
Certain statements in this press release constitute “forward-looking statements” within the meaning of the federal securities laws. Words such as “may,” “might,” “will,”
“should,” “believe,” “expect,” “anticipate,” “estimate,” “continue,” “predict,” “forecast,” “project,” “plan,” “intend” or similar expressions, or statements regarding intent,
belief, or current expectations, are forward-looking statements. While the Company believes these forward-looking statements are reasonable, undue reliance should not be
placed on any such forward-looking statements, which are based on information available to us on the date of this release. These forward-looking statements are based upon
current estimates and assumptions and are subject to various risks and uncertainties, including without limitation those outlined in the Company’s filings with the Securities and
Exchange Commission (the “SEC”), not limited to Risk Factors relating to its business contained therein. Thus, actual results could be materially different. The Company
expressly disclaims any obligation to update or alter statements whether as a result of new information, future events or otherwise, except as required by law.
 
Contact Information — Medovex Corporation
 
Contact: Jason Assad
Tel: 678-570-6791
Email: Jassad@medovex.com
 
   



 
 


