
  
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): July 8, 2019
 

 

CARA THERAPEUTICS, INC.
(Exact name of registrant as specified in its charter)

 
 

 
Delaware  001-36279  75-3175693

(State or other jurisdiction
of incorporation)  

(Commission
File Number)  

(IRS Employer
Identification No.)

4 Stamford Plaza
107 Elm Street, 9th Floor
Stamford, Connecticut  06902

(Address of principal executive offices)  (Zip Code)

Registrant’s telephone number, including area code: (203) 406-3700
 

 

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.):
 

☐ 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(s)  
Name of each exchange

on which registered
Common stock, par value $0.001 per share  CARA  The Nasdaq Stock Market LLC

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.  ☒
   



Item 1.01 Entry into a Material Definitive Agreement.

On July 8, 2019, Cara Therapeutics, Inc. (the “Company”) entered into a Master Manufacturing Services Agreement (the “MSA”) with Patheon
UK Limited (“Patheon”). The MSA governs the general terms under which Patheon, or one of its affiliates, will provide non-exclusive manufacturing
services to the Company for the drug products specified by the Company from time to time. Pursuant to the MSA, the Company has agreed to order
from Patheon at least a certain percentage of its commercial requirements for a product under a related Product Agreement (each, a “Product
Agreement”). Each Product Agreement that the Company may enter into from time to time will be governed by the terms of the MSA, unless expressly
modified in such Product Agreement.

The MSA has an initial term ending December 31, 2023, and will automatically renew after the initial term for successive terms of two years each
if there is a Product Agreement in effect, unless either party gives notice of its intention to terminate the MSA at least 18 months prior to the end of the
then current term. Unless otherwise agreed in a Product Agreement, Product Agreements will automatically renew after its initial term for successive
terms of two years each, unless either party gives notice of its intention to terminate a Product Agreement at least 18 months prior to the end of its then
current term.

Either party may terminate the MSA or a Product Agreement upon written notice if the other party (1) has failed to remedy a material breach
within a specified time or (2) is declared insolvent or bankrupt, voluntarily files a petition of bankruptcy or assigns such agreement for the benefit of
creditors. The Company may terminate a Product Agreement (a) upon 90 days’ prior written notice if any governmental agency takes any action that
prevents the Company from selling the relevant product in the relevant territory, (b) upon six months’ prior written notice if it does not intend to order
manufacturing services due to a product’s discontinuance in the market, or (c) upon 90 days’ prior written notice if it determines that the manufacture or
supply of a product likely infringes third-party rights. Patheon may terminate the MSA or a Product Agreement (i) upon six months’ prior written notice
if the Company assigns such agreement to an assignee that is unacceptable to Patheon for certain reasons, or (ii) upon 30 days’ prior written notice if,
after the first year of commercial sales, the Company forecasts zero volume for 12 months.

The MSA contains, among other provisions, customary representations and warranties by the parties, a grant to Patheon of certain limited license
rights to the Company’s intellectual property in connection with Patheon’s performance of the services under the MSA, certain indemnification rights in
favor of both parties, limitations of liability and customary confidentiality provisions.

On July 8, 2019, and July 9, 2019, the Company entered into two related Product Agreements under the MSA, one with each of Patheon and
Patheon Manufacturing Services LLC (“Patheon Greenville”), to govern the terms and conditions of the manufacture of commercial supplies of
CR845/difelikefalin injection, the Company’s lead product candidate. Pursuant to the Product Agreements, Patheon and Patheon Greenville will
manufacture commercial supplies of CR845/difelikefalin injection at the Monza, Italy and Greenville, North Carolina manufacturing sites, respectively,
from active pharmaceutical ingredient supplied by the Company. Patheon and Patheon Greenville will be responsible for supplying the other required
raw materials and packaging components, and will also provide supportive manufacturing services such as quality control testing for raw materials,
packaging components and finished product.

The foregoing description of the MSA and related Product Agreements are qualified in their entirety by reference to the text of such agreements,
which the Company plans to file with its Form 10-Q for the period ended June 30, 2019.

Cautionary Statement Regarding Forward-Looking Statements

This report includes “forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E
of the Securities Exchange Act of 1934, as amended. All statements other than statements of historical fact are “forward-looking statements” for
purposes of this Current Report on Form 8-K, including statements concerning the Company’s supply arrangements with Patheon and Patheon
Greenville, whether Patheon and Patheon Greenville will successfully perform their respective obligations under the MSA and Product Agreements, and
any statements of assumptions underlying any of the foregoing. In some cases, forward-looking statements can be identified by the use of terminology
such as “may,” “will,” “plans,” or the negative thereof or other comparable terminology. Although the Company believes that the expectations reflected
in the forward-looking statements contained herein are reasonable, such expectations or any of the forward-looking statements may prove to be incorrect
and actual results could differ materially from those projected or assumed in the forward-looking statements. Any forward-looking statements are
subject to inherent risks and uncertainties, including, but not limited to, the risks described in the Company’s filings with the Securities and Exchange
Commission. All forward-looking statements and reasons why results may differ included in this report are made as of the date hereof and the Company
does not intend to update any forward-looking statements except as required by law.
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