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Item
8.01 – Other Events.
 
Acura Pharmaceuticals,  Inc. (“Acura”)
reported today that preliminary topline results from study AP-LTX-311 (“Study 311”) successfully demonstrated
that a nine-tablet
dose of LTX-03 (hydrocodone bitartrate and acetaminophen tablets) had mean peak plasma concentrations (Cmax) of hydrocodone 16%
lower
than a two-tablet dose of LTX-03 and 30% lower than expected from a marketed reference standard. The 2-tablet LTX-03 dose mean Cmax was
83%
compared to the reference standard. LTX-03 tablets incorporate Acura’s LIMITx™ technology in the hydrocodone component
 of the tablet which is
designed to mitigate the risks of drug overdose by retarding the release of the hydrocodone as excessive tablets
 are ingested. The acetaminophen
component is not subject to the LIMITx technology and demonstrated mean Cmax of 100% of the reference
 standard. Mean total exposure of drug
(measured by Area Under the Curve or AUC) for both hydrocodone and acetaminophen in LTX-03 were
 comparable to the reference standard with
amounts ranging from 90% to 113%.
 
Study 311 was a randomized, crossover bioavailability
study in fasted healthy adult subjects taking 2, 5 and 9 tablet doses of LTX-03 10/325mg tablets to
simulate drug overdose. All subjects
received doses of naloxone, an opioid blocker. 30 subjects completed at least 1 study dose, 28 subjects completed all
doses, and 4 doses
were excluded from analysis due to aberrant pre-dose data. There were no reported serious adverse events. Reported adverse events
were
mild and consistent with those typically reported with hydrocodone and acetaminophen tablets. LTX-03 tablets were well-tolerated. Means
reported
are based on geometric mean calculations and denominated as ng/mL for Cmax and hr*ng/mL for AUC.
 
Mean hydrocodone results for the 2, 5 and 9 tablet
doses on a per tablet basis were 20.6, 21.8, and 17.2 for Cmax and 143.5, 159.4, and 162.2 for AUC.
Mean acetaminophen results for the
2, 5 and 9 tablet doses on a per tablet basis were 4895, 5560, and 4767 for Cmax and 13650, 15580, and 17222 for
AUC. As a comparison,
 the geometric mean CMax for a single, fasted NORCO (hydrocodone bitartrate and acetaminophen) 10/325mg tablet dose
observed in a separate
study from 2012 owned by Acura was 24.7 and 4753 for hydrocodone and acetaminophen, respectively. The AUC for NORCO was
149.9 and 15220
for hydrocodone and acetaminophen, respectively. NORCO tablets have been discontinued from the US market but previously served as
the
FDA’s reference standard.
 
LTX-03 is an investigational drug for the treatment
of pain. The LIMITx technology incorporates the hydrocodone bitartrate ingredient in an acid soluble
micro-particle and acid neutralizing
ingredients in the broader tablet which is designed to slow the dissolution, release and subsequent systemic absorption
of the hydrocodone
when excessive tablets are ingested. Hydrocodone is an opioid analgesic whose overdose can induce respiratory depression possibly
leading
to death. Study 311 included an exploratory arm in which study completers were randomized to take a 2, 5 or 9 tablet LTX-03 dose with
7.5 ounces
of an acidic beverage (as opposed to water). On a dose normalized basis, the acidic beverage increased the hydrocodone Cmax
by 18%, decreased the
acetaminophen Cmax by 19%, and had less than a 10% effect on AUC of both hydrocodone and acetaminophen.
 
The
final Study 311 report and analysis is expected to be completed as soon as possible, at which time Acura and its LTX-03 partner, Abuse
Deterrent
Pharma, LLC, plan to move forward with a New Drug Application submission to the FDA with an expected request for priority
review.
 
Acura Forward-Looking Statements
 
Statements
in this Current Report constitute forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995
and
these forward-looking statements are made in reliance on the safe harbor provisions of Section  27A of the Securities Act
 of 1933, as amended, and
Section 21E of the Securities Exchange Act of 1934, as amended. 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:
 

· 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;

· whether we can successfully submit a New Drug Application for LTX-03, request a priority review and whether
such filings and requests will be
accepted by the FDA;

· our ability to obtain funding from Abuse Deterrent Pharma, LLC or other parties 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 November 30,
2023, for an NDA for LTX-03
by our agreement with Abuse Deterrent Pharma, LLC on which we depend to finance operations;
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· whether we can renegotiate the date by which we are required to pay off the promissory notes and accrued
interest to Abuse Deterrent Pharma,

LLC, currently December 31, 2023;
· 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;
· our and our licensee’s ability to successfully launch and commercialize our products and technologies;
· the results and timing of our development of our LIMITx Technology, including, but not limited to, the
submission of a NDA 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;
· 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 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 “aim”, "anticipate", "believe",
 "could", "design", "estimate", "expect",
"forecast", "goal", "guidance",
 "imply", “indicate”, "intend", "may", "objective", "opportunity", "outlook",
 "plan", "position", "potential", "predict",
"project", "prospective", "pursue",
"seek", "should", "strategy", "target", "would", "will", and
other words of similar meaning, expressions, derivations of
such words and the use of future dates 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 Acura’s Annual Report on Form 10-K and Quarterly Reports on Form 10-Q
filed with the U.S. Securities and Exchange Commission ("SEC") and in other filings Acura makes with the SEC from time to time.
Investors and potential
investors are urged not to place undue reliance on forward-looking statements in this communication, which speak
 only as of this date of the Current
Report and are based on the Company’s current beliefs, assumptions, and expectations. While
Acura may elect to update these forward-looking statements
at some point in the future, it specifically disclaims any obligation to update
or revise any forward-looking statements contained in this Current Report
whether as a result of new information or future events, except
as may be required by applicable law.
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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
thereunto duly authorized.
 
  ACURA PHARMACEUTICALS, INC.
   
  By: /s/ Peter A. Clemens
    Peter A. Clemens
    Senior Vice President & Chief Financial Officer
 
Date:           August 30, 2023
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