
 
 

 

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): December 20, 2019

 

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

 
Delaware  001-36138  02-0563870

(State or other jurisdiction
of incorporation)  

(Commission
File Number)  

(IRS Employer
Identification No.)

 
305 College Road East

Princeton, New Jersey, 08540
(Address of Principal Executive Offices)

 
(609) 452-9813

(Registrant’s telephone number, including area code)
 
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))
 
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  ADXS  Nasdaq Global Select Market

 
Indicate by check mark whether the registrant is an emerging growth company as defined in 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 2.02 Results of Operations and Financial Condition.
 

On December 20, 2019, Advaxis, Inc. (the “Company”) issued a press release announcing financial results for the fiscal year 2019 and providing a
business update. A copy of that press release is being furnished as Exhibit 99.1 to this report.

 
The information furnished under this Item 2.02, including the accompanying Exhibit 99.1, shall not be deemed to be “filed” for the purposes of

Section 18 of the Securities Exchange Act of 1934 (the “Exchange Act”), or otherwise subject to the liability of such section, nor shall such information be
deemed to be incorporated by reference in any subsequent filing by the Company under the Securities Act of 1933 or the Exchange Act, regardless of the
general incorporation language of such filing, except as specifically stated in such filing.
 
Item 9.01 Exhibits.
 
(d) Exhibits
 
Exhibit No.  Description
99.1  Press Release of Advaxis, Inc. dated December 20, 2019.
 
   



 
 

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 hereunto duly authorized.
 
December 20, 2019 ADVAXIS, INC.
  
 By: /s/ Molly Henderson
 Name: Molly Henderson
 Title: Executive Vice President and Chief Financial Officer
 
   



 



 
Exhibit 99.1

 
Advaxis Reports Fiscal Year 2019 Financial Results and Provides a Business Update

 
PRINCETON, N.J. – December 20, 2019 – Advaxis, Inc. (Nasdaq: ADXS), a clinical-stage biotechnology company focused on the development and
commercialization of immunotherapy products, today announces its financial results for the fiscal year ended October 31, 2019 and provides a business
update.
 
Fiscal Year 2019 and Recent Key Accomplishments
 
● Completed enrollment in the first and second dose levels in Part A of the ongoing Phase 1/2 trial evaluating ADXS-503, the Company’s ADXS-HOT

drug candidate in non-small cell lung cancer, with immune response data anticipated in early 2020.
● Completed manufacturing of ADXS-506, the Company’s ADXS-HOT drug candidate for bladder cancer, enabling future potential clinical development.
● Reported early immune response data from the Phase 1 ADXS-NEO study demonstrating the generation of CD8+ T cells against hotspot neoantigen

mutations. These results serve as an important proof-of-mechanism for the Company’s off-the-shelf ADXS-HOT program which targets common hotspot
mutations found in tumors.

● Announced updated overall survival from the KEYNOTE-046 Phase 1/2 trial evaluating ADXS-PSA in combination with KEYTRUDA® in metastatic
castrate resistant prostate cancer. Median overall survival increased to 33.6 months from the previously reported 21.1 months.

● Entered collaborative research agreement with University of California, Los Angeles to investigate anti-tumor immunity and responses generated by Lm
vaccines targeting glioblastoma neoantigens.

● Continued pipeline prioritization efforts enabling the reduction of operating expenses and extension of cash runway into early 2021.
 
Management Commentary
 
“Fiscal year 2019 has been marked with continued progress in the strategic advancement of our most promising clinical programs,” said Kenneth A. Berlin,
President and Chief Executive Officer of Advaxis. “With encouraging clinical proof-of-concept data, we are focused on developing and expanding our off-
the-shelf neoantigen program, ADXS-HOT, and look forward to sharing immunogenicity data in early 2020. In addition, the announcement of significant
improvements in overall survival from our KEYNOTE-046 study in prostate cancer further bolsters our confidence in the power of our Lm technology to
improve patient outcomes and potentially shift the immunotherapy treatment paradigm. These promising data, in combination with our successful efforts to
reduce cash burn and increase efficiencies, leave us positioned to execute on our innovative immunotherapy clinical pipeline.”
 
   



 
 
Balance Sheet Highlights
 
As of October 31, 2019, Advaxis had cash and cash equivalents of $32.4 million. The Company used $36.1 million in cash to fund operations during fiscal
year 2019, mainly attributed to funding research and development and general and administrative activities. Throughout fiscal year 2019, the Company
continued a strategic pipeline prioritization across all programs and reduced its annual expenses by approximately $37.6 million, or nearly 50%.
 
Fiscal Year 2019 Financial Information
 
Research and development expenses for fiscal year 2019 were $26.7 million, compared with $57.0 million for fiscal year 2018. The $30.3 million decrease
was primarily attributable to decreases in clinical trial costs, laboratory costs, drug manufacturing process validation and drug stability studies.
 
General and administrative expenses for fiscal year 2019 were $12.2 million, compared to $19.5 million for fiscal year 2018. The $7.3 million decrease was
primarily attributable to the institution of control cost measures for non-essential items in areas that did not support the strategic direction of the Company, as
well as a reduction in external costs associated with strategy, business consulting and regulatory in fiscal year 2018 that did not recur in fiscal year 2019.
 
The net loss for the fiscal year ended October 31, 2019 was $16.6 million or $1.09 per share based on 15.2 million weighted average shares outstanding. This
compares with a net loss for fiscal year 2018 of $66.5 million or $19.36 per share based on 3.4 million weighted average shares outstanding.
 
About Advaxis, Inc.
 
Advaxis, Inc. is a clinical-stage biotechnology company focused on the development and commercialization of proprietary Lm-based antigen delivery
products. These immunotherapies are based on a platform technology that utilizes live attenuated Listeria monocytogenes (Lm) bioengineered to secrete
antigen/adjuvant fusion proteins. These Lm-based strains are believed to be a significant advancement in immunotherapy as they integrate multiple functions
into a single immunotherapy and are designed to access and direct antigen presenting cells to stimulate anti-tumor T cell immunity, activate the immune
system with the equivalent of multiple adjuvants, and simultaneously reduce tumor protection in the tumor microenvironment to enable T cells to eliminate
tumors.
 
To learn more about Advaxis, visit www.advaxis.com and connect on Twitter, LinkedIn, Facebook and YouTube.
 
   



 
 
Forward-Looking Statements
 
Some of the statements included in this press release may be forward-looking statements that involve a number of risks and uncertainties. For those
statements, we claim the protection of the safe harbor for forward-looking statements contained in the Private Securities Litigation Reform Act of 1995. The
factors that could cause our actual results to differ materially include: the impact of the discontinuation on relationships related to the AIM2CERV Study; the
success and timing of our clinical trials, including subject accrual; our ability to avoid and quickly resolve any clinical holds; our ability to obtain and
maintain regulatory approval and/or reimbursement of our product candidates for marketing; our ability to obtain the appropriate labeling of our products
under any regulatory approval; our plans to develop and commercialize our products; the successful development and implementation of our sales and
marketing campaigns; the size and growth of the potential markets for our product candidates and our ability to serve those markets; our ability to
successfully compete in the potential markets for our product candidates, if commercialized; regulatory developments in the United States and other
countries; the rate and degree of market acceptance of any of our product candidates; new products, product candidates or new uses for existing products or
technologies introduced or announced by our competitors and the timing of these introductions or announcements; market conditions in the pharmaceutical
and biotechnology sectors; our available cash, including to support current and planned clinical activities; the accuracy of our estimates regarding expenses,
future revenues, capital requirements and needs for additional financing; our ability to obtain additional funding; our ability to obtain and maintain intellectual
property protection for our product candidates; the success and timing of our preclinical studies including IND-enabling studies; the timing of our IND
submissions; our ability to get FDA approval for study amendments and IND filings; the timing of data read-outs; the ability of our product candidates to
successfully perform in clinical trials; our ability to initiate, enroll, and execute pilots and clinical trials; our ability to maintain our existing collaborations;
our ability to manufacture and the performance of third-party manufacturers; the performance of our clinical research organizations, clinical trial sponsors and
clinical trial investigators; our ability to successfully implement our strategy; and, other risk factors identified from time to time in our reports filed with the
SEC. Any forward-looking statements set forth in this press release speak only as of the date of this press release. We do not intend to update any of these
forward-looking statements to reflect events or circumstances that occur after the date hereof.
 
Contact:
 
Tim McCarthy, LifeSci Advisors, LLC
212.915.2564
tim@lifesciadvisors.com
 
KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., USA.
 
   



 
 

Advaxis, Inc.
Selected Balance Sheet Data

(In thousands)
 

  October 31, 2019   October 31, 2018  
Cash and cash equivalents  $ 32,363  $ 44,141 
Restricted cash  $ -  $ 977 
Total assets  $ 45,257  $ 62,267 
Total stockholders’ equity  $ 39,531  $ 24,051 
 

STATEMENTS OF OPERATIONS
(in thousands, except share and per share data)

 
  Year Ended  October 31,  
  2019   2018  
       

Revenue  $ 20,884  $ 6,063 
         
Operating expenses*         

Research and development expenses   26,677   56,970 
General and administrative expenses   12,179   19,472 

Total operating expenses   38,856   76,442 
         
Loss from operations   (17,972)   (70,379)
         
Other income   1,410   3,914 
Net loss  $ (16,562)  $ (66,465)
         
Net loss per common share, basic and diluted  $ (1.09)  $ (19.36)
         
Weighted average number of common shares outstanding, basic and diluted   15,207,637   3,434,824 
         
* Includes stock-based compensation as follows:         
Research and development  $ 1,036  $ 2,836 
General and administrative   966   4,147 
  $ 2,002  $ 6,983 
 
   



 
 


