2016 Public Health Emergency Medical Countermeasures
Enterprise (PHEMCE) Strategy and Implementation Plan
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The following document summarizes the strategy of
the U.S. Government to protect its citizens from the
threats of bioterrorism and emerging pandemics
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The document also summarizes how the Aethlon Hemopurifier®
can be aligned to fulfill these strategic objectives
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What is the 2016 PHEMCE?

The 2016 Public Health Emergency Medical Countermeasures Enterprise
(PHEMCE) coordinates the U.S. Federal efforts to enhance chemical,
biological, radiological and nuclear threats (CBRN) and emerging
infectious diseases (EID) preparedness from a medical countermeasure
(MCM) perspective. The PHEMCE is led by the HHS Office of the
Assistant Secretary for Preparedness and Response (ASPR) and includes
three primary HHS internal agency partners: the Centers for Disease
Control and Prevention (CDC), the Food and Drug Administration
(FDA) and the National Institutes of Health (NIH), as well as several
interagency partners: the Department of Defense (DoD), the U.S.
Department of Veterans Affairs (VA), the Department of Homeland
Security (DHS) and the U.S. Department of Agriculture (USDA).
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An Introduction to the 2016 PHEMCE

The United States continues to face a range of serious threats to its
national health security from the deliberate use or accidental release of
chemical, biological, radiological, and nuclear (CBRN) agents, as well as
from naturally occurring and emerging infectious diseases (EID),
including pandemic influenza. A failure to anticipate these threats – or
the lack of a capacity to effectively respond to them – could result in
substantial illness and death among the U.S. population. The nation must
have the nimble, flexible capability to produce and effectively use medical
countermeasures (MCM) in the face of any attack or threat, whether
known or unknown, novel or reemerging, natural or intentional.
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Overview of selected PHEMCE strategic goals and objectives

❖

The Overall Goal of PHEMCE: To identify, create, develop, manufacture,
and procure critical medical countermeasures (MCMs).
❖

To ensure a robust and sustainable product pipeline for MCMs that
emphasizes multi-functional capabilities rather than stand-alone outcomes
(e.g., platform technologies, host-based innovations, broad-spectrum
medical countermeasures) and includes consideration of viable commercial
markets.
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The Aethlon Hemopurifier®
2016 PHEMCE Strategic Attribute

☑ The Hemopurifier® is a clinical-stage
broad-spectrum countermeasure designed
for the single-use removal of viral
pathogens from the circulatory system. The
device also serves as a multi-functional
platform to address viable commercial market
opportunities beyond infectious bioterror and
pandemic threats.
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Overview of selected PHEMCE strategic goals and objectives

❖

The PHEMCE Goal for At-Risk Individuals: To support MCM advanced
development and procurement for at-risk individuals, who make up a
significant proportion of the American civilian population,
❖

At-risk populations include children, pregnant women, older adults, and
those with underlying medical conditions. In many cases, the first-line
treatments for CBRN agents are either not available or have not been tested
or are not recommended for use in at-risk populations.
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The Aethlon Hemopurifier®
2016 PHEMCE Strategic Attribute

☑ The Hemopurifier® provides a candidate
strategy to to addresses at-risk populations,
which include children, pregnant women,
older adults, and those with underlying
medical conditions.
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Overview of selected PHEMCE strategic goals and objectives

❖

The PHEMCE Goal for Pandemic Influenza: Maintain the
established comprehensive portfolio approach to develop, acquire, and
build an infrastructure for a broad array of MCMs to respond to
pandemic influenza, including vaccines, therapeutics, diagnostics, and
non-pharmaceutical MCMs.
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The Aethlon Hemopurifier®
2016 PHEMCE Strategic Attribute

☑ The Hemopurifier® is a nonpharmaceutical MCM that has been
demonstrated in vitro to capture
pandemic species of influenza, including
H5N1 bird flu, H1N1 swine flu and the
reconstructed Spanish Flu of 1918.
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Overview of selected PHEMCE strategic goals and objectives

❖

The PHEMCE Goal for Known and Unknown Threats: Wherever
possible, the PHEMCE will pursue MCMs that can address multiple highpriority threats and/or have routine medical applications and thus commercial
viability. The PHEMCE is mindful that a “one bug, one drug” or fixed defense
approach for MCM development is still required for some of the highestpriority threats. However, a broad-spectrum approach, when scientifically well
supported, may offer more effective and efficient capabilities to address both
known and unknown threats.
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The Aethlon Hemopurifier®
2016 PHEMCE Strategic Attribute

☑ Based on pre-clinical and human clinical
studies, the Hemopurifier® is believed to be
a leading broad-spectrum countermeasure
against known viral pathogens. Beyond its
demonstrated ability to capture known
threats, the Hemopurifier® mechanism of
action provides a strategy to address
previously unknown viral threats.

13

Overview of selected PHEMCE strategic goals and objectives

❖

The PHEMCE Goal for Emerging Infectious Diseases (EID): The threat
of EIDs pose a challenge to public health and national security, with viral
agents being a dominant source of likely novel outbreaks. PHEMCE activities
for such threats include strengthening the capability to respond to emerging
viral threats through a broad-spectrum antiviral program.
❖

The threats stated by the PHEMCE include Ebola virus, Zika virus and
Middle East Respiratory Syndrome Coronavirus (MERS-CoV)

14

The Aethlon Hemopurifier®
2016 PHEMCE Strategic Attribute

☑ The Hemopurifier® is believed to be a leading
broad-spectrum countermeasure against emerging
infectious diseases (EID).
☑ In vitro studies have validated the capture of
Ebola virus, Zika virus and the Middle East
Respiratory Syndrome Coronavirus (MERS-CoV).
☑ The Hemopurifier® has been successfully
administered to an Ebola-infected physician.
☑ The Hemopurifier® has been approved to treat
Ebola by the U.S. Food and Drug Administration
under Emergency and Compassionate-Use
provisions.
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CONCLUSION
Alignment of the Hemopurifier® to fulfill the PHEMCE strategic goals and objectives

1. The Hemopurifier® is a multi-functional platform that is able to address viable commercial
market opportunities beyond infectious bioterror and pandemic threats.
2. The Hemopurifier® provides a candidate strategy to to addresses at-risk populations, which
include children, pregnant women, and older adults.
3. The Hemopurifier® is a non-pharmaceutical MCM that has been demonstrated to capture a
broad-spectrum of pandemic influenza viruses.
4. The Hemopurifier® is a leading broad-spectrum treatment candidate against both known and
unknown viral pathogens.
5. The Hemopurifier® provides a broad-spectrum strategy to address Emerging Infectious
Diseases (EID) and has been validated to capture Ebola virus, Zika virus and Middle East
Respiratory Syndrome Coronavirus (MERS-CoV), which are high priority PHEMCE threats.
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THIS INFORMATIONAL SUMMARY WAS LAST UPDATED ON MAY 17, 2017

This summary overview has been provided for informational purposes only. It may contain predictions and other forward looking
statements that involve risks and uncertainties, including whether and when our products are successfully developed and introduced;
market acceptance of the Aethlon Hemopurifier® and other product offerings; regulatory delays, manufacturing delays, and other
risks detailed in our SEC filings, which are accessible at www.sec.gov or on our website: www.AethlonMedical.com
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