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Item 1.02 – Termination of a Material Definitive Agreement
 
On June 28, 2019, we entered into a Promissory Note with Abuse Deterrent Pharma, LLC for $6.0 million. Terms of the consolidated loan provide for a
July 1, 2023 maturity date, interest at fixed rate of 7.5% per annum, and deferral of all payments of principal and interest to maturity. We also granted to
Abuse Deterrent Pharma, LLC conversion rights of the $6.0 million loan into Acura common stock at $0.16 per share, issued a Warrant to purchase 10.0
million shares of the Company’s common stock at a price of $0.01 per share and granted a security interest in all Acura assets.
 
On June 9, 2021, we received notice of conversion from Abuse Deterrent Pharma, LLC for the $6.0 million Promissory Note and approximately $878
thousand of accrued but unpaid interest. The principal and interest were converted into 42,984,375 shares of the Company’s common stock and brings the
Company’s total common shares outstanding to 65,089,043. Effective with this conversion, the Promissory Note is retired and the Company is working
with Abuse Deterrent Pharma, LLC to release their security interest in all the Company’s assets.
 
Abuse Deterrent Pharma, LLC is our largest shareholder and, as of June 9, 2021, to our knowledge owns approximately 66% of our common stock, which
does not include their Warrant to purchase 10.0 million shares of the Company’s common stock.
 
Mr. Schutte, as of June 9, 2021, to our knowledge owns approximately 14% of our common stock, which does not include his Warrant to purchase 1.78
million shares of the Company’s common stock. Mr. Schutte also controls MainPointe Pharmaceuticals, LLC and we have been informed by Mr. Schutte,
that he is a member of Abuse Deterrent Pharma, LLC.
 
Item 3.02 – Unregistered Sales of Equity
 
The contents of Item 1.02 are incorporated herein by reference.
 
Item 8.01 – Other Events
 
On June 14, 2021, Acura Pharmaceuticals, Inc. issued a press release announcing Abuse Deterrent Pharma, LLC has elected to convert the $6.9 million
outstanding principal and accrued interest. A copy of that press release is attached as Exhibit 99.1 to this report. The contents of Item 1.02 are incorporated
herein by reference.
 
Forward-Looking Statements

 
Statements in the attached exhibit that are not strictly historical may be “forward-looking” statements within the meaning of the Private Securities
Litigation Reform Act of 1995. Such forward-looking statements involve known and unknown risks, uncertainties and other factors which may cause our
actual results, performance or achievements to be materially different from any future results, performance, or achievements expressed or implied by such
forward-looking statements. Forward-looking statements may include, but are not limited to:
 

· our ability to obtain funding for our continuing operations, including the development of our products utilizing our LIMITx™ and Impede®
technologies;

· whether we can renegotiate the date by which we are required to obtain FDA acceptance, currently July 31, 2021, for an NDA for LTX-03 by our
Agreement with Abuse Deterrent Pharma, LLC on which we depend to finance operations;

· whether our licensing partners will develop any additional products and utilize Acura for such development;
· the expected results of clinical studies relating to LTX-03, a LIMITx hydrocodone bitartrate and acetaminophen combination product, or any

successor product candidate, the date by which such studies will be complete and the results will be available and whether LTX-03 will ultimately
receive FDA approval;

· our business could be adversely affected by health epidemics in regions where third parties for which we rely, as in CROs or CMOs, have
concentrations of clinical trial sites or other business operations, and could cause significant disruption in the operations of third-party
manufacturers and CROs upon whom we rely;

· whether LIMITx will retard the release of opioid active ingredients as dose levels increase;
· whether the extent to which products formulated with the LIMITx Technology reduce respiratory depression will be determined sufficient by the

FDA to support approval or labelling describing safety features;
· whether LTX-03 will successfully demonstrate suitable shelf life studies;
· our and our licensee’s ability to successfully launch and commercialize our products and technologies, including Oxaydo® Tablets and our

Nexafed® products;
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· the results and timing of our development of our LIMITx Technology, including, but not limited to, the submission of a New Drug Application

and/or FDA filing acceptance;
· our or our licensees’ ability to obtain necessary regulatory approvals and commercialize products utilizing our technologies;
· the market acceptance of, timing of commercial launch and competitive environment for any of our products;
· expectations regarding potential market share for our products;
· our ability to develop and enter into additional license agreements for our product candidates using our technologies;
· our exposure to product liability and other lawsuits in connection with the commercialization of our products;
· the increasing cost of insurance and the availability of product liability insurance coverage;
· the ability to avoid infringement of patents, trademarks and other proprietary rights of third parties;
· the ability of our patents to protect our products from generic competition and our ability to protect and enforce our patent rights in any paragraph

IV patent infringement litigation;
· whether the FDA will agree with or accept the results of our studies for our product candidates;
· the ability to fulfill the FDA requirements for approving our product candidates for commercial manufacturing and distribution in the United

States, including, without limitation, the adequacy of the results of the laboratory and clinical studies completed to date, the results of laboratory
and clinical studies we may complete in the future to support FDA approval of our product candidates and the sufficiency of our development
process to meet over-the-counter (“OTC”) Monograph standards, as applicable;

· the adequacy of the development program for our product candidates, including whether additional clinical studies will be required to support
FDA approval of our product candidates;

· changes in regulatory requirements;
· adverse safety findings relating to our commercialized products or product candidates in development;
· whether the FDA will agree with our analysis of our clinical and laboratory studies;
· whether further studies of our product candidates will be required to support FDA approval;
· whether or when we are able to obtain FDA approval of labeling for our product candidates for the proposed indications and whether we will be

able to promote the features of our technologies; and
· whether our product candidates will ultimately perform as intended in commercial settings.

 
In some cases, you can identify forward- looking statements by terms such as "may," “will”, "should," "could," "would," "expects," "plans,"
"anticipates," "believes," "estimates," “indicates”, "projects," “predicts," "potential" and similar expressions intended to identify forward-looking
statements. These statements reflect our current views with respect to future events and are based on assumptions and subject to risks and
uncertainties. Given these uncertainties, you should not place undue reliance on these forward-looking statements. We discuss many of these risks
in greater detail in our filings with the Securities and Exchange Commission.

 
Item 9.01 - Financial Statements and Exhibits
  
Exhibit Number Description
99.1 Press Release of the Registrant dated June 14, 2021
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SIGNATURE

 
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 thereunto duly authorized.
 
Date: June 14, 2021                              ACURA PHARMACEUTICALS, INC.
   
   
 By: /s/ Peter A. Clemens
  Peter A. Clemens

                                                    Senior Vice President & Chief Financial Officer
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Acura Pharmaceuticals Announces Conversion of Debt
 
PALATINE, IL, June 14, 2021: Acura Pharmaceuticals, Inc. (OTCQB: ACUR) today announced that Abuse Deterrent Pharma, LLC (“AD Pharma”) has
converted the entire principle and accrued interest of its Secured Promissory Note (the “Note”) with the Company into shares of the Company’s common
stock. Effective with this conversion, the Note is retired and the Company is working with AD Pharma to release their security interest in all the
Company’s assets. Under the terms of the Note, AD Pharma elected to convert the $6.9 million outstanding principal and accrued interest at $0.16 per share
yielding 42,984,375 newly issued common shares. The Company’s total common shares outstanding is now 65,089,043.
 
Bob Jones, Acura’s CEO commented “AD Pharma’s conversion of our sole outstanding secured loan into equity reduces future cash needs to repay the note
at its 2023 maturity and provides us greater flexibility for financing options, if appropriate. AD Pharma and the Company’s minority shareholders are now
aligned with respect to the future results of Acura”.
 
About Acura Pharmaceuticals
Acura Pharmaceuticals is an innovative drug delivery company engaged in the research, development and commercialization of technologies and products
intended to address safe use of medications. We have discovered and developed three proprietary platform technologies which can be used to develop
multiple products: LIMITx™ Technology, AVERSION® Technology and IMPEDE® Technology.
 
LIMITx™ Technology, a development stage technology, is designed to retard the release of active drug ingredients when too many tablets are accidentally
or purposefully ingested by neutralizing stomach acid with buffer ingredients but deliver efficacious amounts of drug when taken as a single tablet with a
nominal buffer dose. In June 2020, we entered into License, Development and Commercialization Agreement, which was amended in October 2021, with
Abuse Deterrent Pharma, LLC, (“AD Pharma”) a Kentucky limited liability company and a special purpose company representing a consortium of
investors that will finance Acura’s operations through July 2021 and reimburse us for development of LTX-03. AD Pharma has exclusive
commercialization rights in the United States to LTX-03 as well as to LTX-02 (oxycodone/acetaminophen) and LTX-09 (alprazolam).
 
AVERSION® Technology, used in the FDA approved drug OXAYDO® (oxycodone HCl) marketed by Assertio Holdings Inc., utilizes polymers designed
to limit the abuse of the product by nasal snorting and injection. AVERSION® Technology is also licensed to KemPharm for use in certain of their
products.
 
IMPEDE® Technology, used in NEXAFED® (pseudoephedrine HCl) and NEXAFED® Sinus (pseudoephedrine HCl/acetaminophen) marketed by
MainPointe Pharmaceuticals, utilizes polymers and other ingredients to disrupt the extraction and processing of pseudoephedrine from the tablets into
methamphetamine.
 
Forward-looking Statements:
Certain statements in this press release constitute “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995.
Such forward-looking statements involve known and unknown risks, uncertainties and other factors which may cause our actual results, performance or
achievements to be materially different from any future results, performance, or achievements expressed or implied by such forward-looking statements.
Forward-looking statements may include, but are not limited to:
 

 



 

 
· our ability to obtain funding for our continuing operations, including the development of our products utilizing our LIMITx™ and Impede®

technologies;
· whether we can renegotiate the date by which we are required to obtain FDA acceptance, currently July 31, 2021, for an NDA for LTX-03 by our

Agreement with AD Pharma on which we depend to finance operations;
· whether our licensing partners will develop any additional products and utilize Acura for such development;
· the expected results of clinical studies relating to LTX-03, a LIMITx hydrocodone bitartrate and acetaminophen combination product, or any

successor product candidate, the date by which such studies will be complete and the results will be available and whether LTX-03 will ultimately
receive FDA approval;

· our business could be adversely affected by health epidemics in regions where third parties for which we rely, as in CROs or CMOs, have
concentrations of clinical trial sites or other business operations, and could cause significant disruption in the operations of third-party
manufacturers and CROs upon whom we rely;

· whether LIMITx will retard the release of opioid active ingredients as dose levels increase;
· whether the extent to which products formulated with the LIMITx Technology reduce respiratory depression will be determined sufficient by the

FDA to support approval or labelling describing safety features;
· whether LTX-03 will successfully demonstrate suitable shelf life studies;
· our and our licensee’s ability to successfully launch and commercialize our products and technologies, including Oxaydo® Tablets and our

Nexafed® products;
· the results and timing of our development of our LIMITx Technology, including, but not limited to, the submission of a New Drug Application

and/or FDA filing acceptance;
· our or our licensees’ ability to obtain necessary regulatory approvals and commercialize products utilizing our technologies;
· the market acceptance of, timing of commercial launch and competitive environment for any of our products;
· expectations regarding potential market share for our products;
· our ability to develop and enter into additional license agreements for our product candidates using our technologies;
· our exposure to product liability and other lawsuits in connection with the commercialization of our products;
· the increasing cost of insurance and the availability of product liability insurance coverage;
· the ability to avoid infringement of patents, trademarks and other proprietary rights of third parties;
· the ability of our patents to protect our products from generic competition and our ability to protect and enforce our patent rights in any paragraph

IV patent infringement litigation;
· whether the FDA will agree with or accept the results of our studies for our product candidates;
· the ability to fulfill the FDA requirements for approving our product candidates for commercial manufacturing and distribution in the United

States, including, without limitation, the adequacy of the results of the laboratory and clinical studies completed to date, the results of laboratory
and clinical studies we may complete in the future to support FDA approval of our product candidates and the sufficiency of our development
process to meet over-the-counter (“OTC”) Monograph standards, as applicable;

· the adequacy of the development program for our product candidates, including whether additional clinical studies will be required to support
FDA approval of our product candidates;

· changes in regulatory requirements;
· adverse safety findings relating to our commercialized products or product candidates in development;
· whether the FDA will agree with our analysis of our clinical and laboratory studies;
· whether further studies of our product candidates will be required to support FDA approval;
· whether or when we are able to obtain FDA approval of labeling for our product candidates for the proposed indications and whether we will be

able to promote the features of our technologies; and
· whether our product candidates will ultimately perform as intended in commercial settings.

 
In some cases, you can identify forward- looking statements by terms such as "may," “will”, "should," "could," "would," "expects," "plans," "anticipates,"
"believes," "estimates," “indicates”, "projects," “predicts," "potential" and similar expressions intended to identify forward-looking statements. These
statements reflect our current views with respect to future events and are based on assumptions and subject to risks and uncertainties. Given these
uncertainties, you should not place undue reliance on these forward-looking statements. We discuss many of these risks in greater detail in our filings with
the Securities and Exchange Commission.
 
Contact:
for Acura Investor Relations
investors@acurapharm.com
847-705-7709
 

 
 


