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FORWARD-LOOKING STATEMENTS
 
This Form 8-K and other reports filed by Registrant from time to time with the Securities and Exchange Commission (collectively, the
"Filings") contain or may contain forward-looking statements and information that are based upon beliefs of, and information currently
available to, Registrant's management as well as estimates and assumptions made by Registrant's management. When used in the Filings the
words "anticipate,” "believe," "estimate," "expect," "future," "intend," "plan" or the negative of these terms and similar expressions as they
relate to Registrant or Registrant's management identify forward-looking statements. Such statements reflect the current view of Registrant
with respect to future events and are subject to risks, uncertainties, assumptions and other factors relating to Registrant's industry,
Registrant's operations and results of operations and any businesses that may be acquired by Registrant. Should one or more of these risks
or uncertainties materialize, or should the underlying assumptions prove incorrect, actual results may differ significantly from those
anticipated, believed, estimated, expected, intended or planned.
 
Although Registrant believes that the expectations reflected in the forward-looking statements are reasonable, Registrant cannot guarantee
future results, levels of activity, performance or achievements. Except as required by applicable law, including the securities laws of the
United States, Registrant does not intend to update any of the forward-looking statements to conform these statements to actual results.
 
ITEM 8.01 Other Events
 
On November 27, 2018, Aethlon Medical, Inc. released the press release attached hereto as Exhibit 99.1.
 
ITEM 9.01 Financial Statements and Exhibits
 
(d) Exhibits
 
99.1      Press Release, dated November 27, 2018
 
 
 
  

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.
 
  AETHLON MEDICAL, INC.
   
  By: /s/ James B. Frakes                  
  James B. Frakes
Dated: November 27, 2018  Chief Financial Officer
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Exhibit 99.1
 

 
 
Aethlon Medical’s Cancer Therapy Receives “Breakthrough Device” Designation from the U.S. Food and Drug

Administration
 

SAN DIEGO, CA, November 27, 2018 -- Aethlon Medical, Inc. (Nasdaq: AEMD), a therapeutic technology company focused on unmet
needs in global health, announced today that it has received a “Breakthrough Device” designation from the U.S. Food and Drug
Administration (FDA) to support the advancement of the Aethlon Hemopurifier® for the treatment of cancer. The Aethlon Hemopurifier is
a first-in-class technology designed for the rapid depletion of cancer-promoting exosomes and life-threatening viruses.
 
FDA’s Breakthrough Device program was established under the 21 st Century Cures Act to facilitate more rapid patient access to
breakthrough technologies with the potential to address life threatening disease conditions for which no approved or cleared treatment
alternatives exist.
 
“We are honored to receive this breakthrough designation in oncology as it establishes an opportunity to expand the market for our
Hemopurifier and advance our vision for addressing a significant unmet need in cancer care,” stated Aethlon Medical founder and CEO, Jim
Joyce. “By reducing the presence of tumor-derived exosomes from the circulatory system of cancer patients, we believe our Hemopurifier
can improve the benefit of existing cancer treatment regimens and emerging immuno-oncology drugs. Thus providing a rationale for
potential partnering opportunities.”
 
Cancer is the second leading cause of death globally and is estimated to account for 9.6 million deaths in 2018 (Source: World Health
Organization).  Tumor-derived exosomes, which are not addressed with an approved therapy, have been discovered to promote immune
suppression, seed the spread of metastasis and inhibit the benefit of many leading cancer therapies. Aethlon has recently demonstrated the
ability of the Hemopurifier to capture exosomes underlying several forms of cancer, including breast, ovarian and metastatic melanoma. To
learn more about the Hemopurifier in cancer, click here: https://tinyurl.com/Aethlon-White-Paper.
 
The proposed indications for use (IFU) under the Breakthrough Device designation includes, "The Hemopurifier is a single-use device
indicated for the treatment of individuals with advanced or metastatic cancer who are either unresponsive to or intolerant of standard of care
therapy, and with cancer types in which exosomes have been shown to participate in the development or severity of the disease. Therapy
with the Hemopurifier device should be an adjunct to standard of care for cancer."
 
Aethlon is also advancing the Hemopurifier as a candidate to treat life-threatening viruses. In this regard, the Hemopurifier was designated
as a Breakthrough Device indicated for the treatment of life-threatening highly glycosylated viruses that are not addressed with an approved
treatment.
 
 
 
 
 1  



 
 
About Aethlon Medical, Inc.
 
Aethlon Medical is focused on addressing unmet needs in global health. The Aethlon Hemopurifier® is a clinical-stage immunotherapeutic
device designed to combat cancer and life-threatening viral infections. In cancer, the Hemopurifier depletes the presence of circulating
tumor-derived exosomes that promote immune suppression, seed the spread of metastasis and inhibit the benefit of leading cancer therapies.
The Hemopurifier is also an FDA designated "Breakthrough Device" related to the treatment of life-threatening viruses that are not
addressed with approved therapies. Additionally, Aethlon owns 80% of Exosome Sciences, Inc., which is focused on the discovery of
exosomal biomarkers to diagnose and monitor cancer and neurological disease progression. Additional information can be found online at
www.AethlonMedical.com and www.ExosomeSciences.com. You can also connect with us on Twitter, LinkedIn and Facebook.
 
This press release contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of
the Securities Exchange Act of 1934 that involve risks and uncertainties. Statements containing words such as "may," "believe,"
"anticipate," "expect," "intend," "plan," "project," "will," "projections," "estimate," or similar expressions constitute forward-looking
statements. Such forward-looking statements are subject to significant risks and uncertainties and actual results may differ materially from
the results anticipated in the forward-looking statements. Factors that may contribute to such differences include, without limitation, the
Company's ability to maintain its listing on the Nasdaq Capital Market, or any other national securities exchange, that the Company or its
subsidiary will not be able to commercialize its products, that the FDA will not approve the initiation or continuation of the Company's
clinical programs or provide market clearance of the Company's products, the Company's ability to raise capital when needed, the
Company's ability to complete the development of its planned products, the Company's ability to manufacture its products either internally
or through outside companies, the impact of government regulations, patent protection on the Company's proprietary technology, product
liability exposure, uncertainty of market acceptance, competition, technological change, and other risk factors. The foregoing list of risks
and uncertainties is illustrative, but is not exhaustive. Additional factors that could cause results to differ materially from those anticipated
in forward-looking statements can be found under the caption "Risk Factors" in the Company's Annual Report on Form 10-K for the year
ended March 31, 2018, and in the Company's other filings with the Securities and Exchange Commission. Except as may be required by
law, the Company does not intend, nor does it undertake any duty, to update this information to reflect future events or circumstances.
 
Company Contact:
 
Jim Frakes, CFO
jfrakes@aethlonmedical.com
858-459-7800 extension 3300
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