
 

 

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, DC 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): April 1, 2022
 

ANEBULO PHARMACEUTICALS, INC.
(Exact name of registrant as specified in its charter)

 
Delaware  001-40388  85-1170950

(State or other jurisdiction
of incorporation)  

(Commission
File Number)  

(IRS Employer
Identification No.)

 
1415 Ranch Road 620 South, Suite 201

Lakeway, Texas  78734
(Address of Principal Executive Offices)  (Zip Code)

 
Registrant’s telephone number, including area code: (512) 598-0931

 
N/A

(Former name or former address, if changed since last report.)
 
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  ANEB  The Nasdaq Stock Market LLC

 
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))
 
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. ☐

 
 

 
 

 
 

CURRENT REPORT ON FORM 8-K
 

Anebulo Pharmaceuticals, Inc.
 

January 3, 2022
 
Item 8.01. Other Events.
 

On April 1, 2022, Anebulo Pharmaceuticals, Inc. issued a press release titled “Anebulo Pharmaceuticals Doses More Than Half of the Subjects in Part A of a Phase 2
Clinical Trial and Provides Guidance on IND Submission.” A copy of the press release is attached hereto as Exhibit 99.1 and is incorporated by reference into this current
report.
 
Item 9.01. Financial Statements and Exhibits.
 

(d) Exhibits. The exhibit listed in the following Exhibit Index is filed as part of this current report.
 
Exhibit
Number

 
Exhibit Description

   



99.1  Press release issued by Anebulo Pharmaceuticals, Inc. on April 1, 2022.
104  Cover Page Interactive Data File (embedded within the Inline XBRL document)
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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 hereunto
duly authorized.

 
 ANEBULO PHARMACEUTICALS, INC.
  
Dated: April 1, 2022 By: /s/ Rex Merchant
 Name: Rex Merchant
 Title: Chief Financial Officer
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Exhibit 99.1

 

 
Anebulo Pharmaceuticals Doses More Than Half of the Subjects in Part A of a Phase 2 Clinical Trial and Provides Guidance on IND Submission

 
AUSTIN, Texas (April 1, 2022) – Anebulo Pharmaceuticals, Inc. (Nasdaq: ANEB), a clinical-stage biopharmaceutical company developing novel solutions for people
suffering from acute cannabinoid intoxication (ACI) and substance abuse disorder (the “Company” or “Anebulo”), today announced the dosing of more than half of the 60
subjects planned in Part A of an ongoing Phase 2 clinical trial at the Centre for Human Drug Research (CHDR) in the Netherlands. The Company believes this progress creates
an opportunity to strengthen its development pathway by including Part A data in an upcoming IND submission to the FDA.
 
“We are pleased to announce the successful dosing of more than half of the subjects in Part A of our ongoing Phase 2 clinical trial, a study designed to evaluate the safety and
effectiveness of ANEB-001 in treating ACI,” said Simon Allen, Chief Executive Officer of Anebulo. “Not only does this robust enrollment keep us on track to release top line
data for Part A by the end of the first half of calendar 2022, it also enables us to include compelling proof-of-concept data in our IND submission and provides a smoother
bridge to initiate ANEB-001 trials in the United States. We now expect to file an IND before the end of this calendar year.”
 
About Anebulo Pharmaceuticals, Inc.
 
Anebulo Pharmaceuticals, Inc. is a clinical-stage biopharmaceutical company developing novel solutions for people suffering from acute cannabinoid intoxication and
substance abuse disorder. Its lead product candidate, ANEB-001, is currently in a Phase 2 clinical trial ( www.clinicaltrials.gov/ct2/show/NCT05282797) to evaluate its utility in
reversing the negative effects of acute cannabinoid intoxication within one hour of administration. This trial is being run in the Netherlands by the Centre for Human Drug
Research (CHDR). ANEB-001 is a competitive antagonist at the human cannabinoid receptor type 1 (CB1). For further information about Anebulo, please visit
www.anebulo.com.
 
Forward-Looking Statements
 
This press release contains forward-looking statements as defined in Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of
1934, as amended. These forward-looking statements, along with terms such as “anticipate,” “expect,” “intend,” “may,” “will,” “should” and other comparable terms, involve
risks and uncertainties because they relate to events and depend on circumstances that will occur in the future. Those statements include statements regarding the intent, belief
or current expectations of Anebulo Pharmaceuticals and members of its management, as well as the assumptions on which such statements are based. Prospective investors are
cautioned that any such forward-looking statements are not guarantees of future performance and involve risks and uncertainties, including risks attendant to developing, testing
and commercializing the company’s product candidates, and those described in Anebulo Pharmaceutical’s most recent annual report on Form 10-K and in other periodic reports
filed with the SEC, and that actual results may differ materially from those contemplated by such forward-looking statements. Except as required by federal securities law,
Anebulo Pharmaceuticals undertakes no obligation to update or revise forward-looking statements to reflect changed conditions.
 
CONTACTS:
 
Anebulo Pharmaceuticals, Inc.
Scott Anderson
Head of Investor Relations and Public Relations
(858) 229-7063
scott@anebulo.com
 
Rex Merchant
Chief Financial Officer
(512) 598-0931
IR@anebulo.com
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