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Public Health Preparedness:
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Biomedical Advanced Research & Development Authorit y 

(BARDA)
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� Assistant Secretary for Preparedness and 
Response (ASPR) VISION– A Nation prepared to 
prevent, respond to and reduce the adverse health effects 
of public health emergencies and disasters

� BARDA roles and responsibilities -
� DEFINE, DEVELOP (products and infrastructure), and 

DELIVER Medical Countermeasures for the SNS

� What is the Public Health Emergency Medical 
Countermeasure Enterprise (PHEMCE)?

� Federal partners that contribute to the end-to-end       
medical countermeasure mission

� BOTTOM LINE:

� BARDA and the PHEMCE serve the American public

� Our Goals for the SNS Training Summit – listen and learn

Who we are and Why we are here
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Public Health Emergency Medical 
Countermeasures Enterprise 

(PHEMCE)
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Ex Officio Members:

National Biodefense Science Board
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� Purpose: Coordinate across the full spectrum of 
public health emergency preparedness activities 
for all intentional and naturally occurring threats

� Mission Areas:

� Define and prioritize requirements for public 
health emergency medical countermeasures

� Focus and align research, development, and 
procurement activities on prioritized 
requirements

� Establish deployment and use strategies for 
medical countermeasures held in the Strategic 
National Stockpile (SNS)

HHS Public Health Emergency  
Medical Countermeasures Enterprise (PHEMCE)
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Stockpiling – Who else is doing it?

A primatologist describes, Santino,  
an adult male chimpanzee who 
collects stones before the zoo  
opens to he can have them ready 
later on when visitors arrive and he 
becomes agitated. 

Washington Post, March 9, 2009 (per article 
published in the journal Current Biology)

“Research Finds Chimps Can Plan Stockpiling”
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Stockpiled Medical Countermeasures  
A Toolkit for Public Health Emergency Preparedness
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Public Health Emergency Preparedness for Anthrax: 
Stockpiled Medical Countermeasures

Antibiotics

Vaccines

Antitoxins
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Preparedness  � MCMs in a Stockpile

Necessary, but not sufficient
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U.S. Pandemic Influenza Plans

“Because of its unique nature, 
responsibility for preparedness and 
response to a pandemic extends across 
all levels of government and all segments 
of society. No single entity alone can 
prevent or mitigate the impact of a 
pandemic. ”

-- National Strategy for Pandemic Influenza, 
November 2005

� Vaccine 

� Antiviral Drugs

� Diagnostics

� State and Local Planning

� Surveillance

� Healthcare Planning

� Infection Control

� Community and Healthcare

� International Collaboration

� Communications

ASPR
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U.S. Pan Flu MCM Strategic Current 
& Possible New Goals

� Vaccines
� Goal #1: Establish and maintain a dynamic pre-pandemic influenza vaccine stockpile available for 

20 M persons (2 doses/person) or more persons, depending on vaccine mfg. capacity & results of
dose-sparing adjuvant studies and prime-boost immunization studies: H5N1 vaccine stockpiles 

� Goal #2: Provide pandemic vaccine to all U.S. citizens within 6 months of a pandemic declaration: 
pandemic vaccine (600 M doses)

� Antivirals
� Goal #1: Provide influenza antiviral drug stockpiles for pandemic treatment of 25% of U.S. 

population (75 M treatment courses) and federal share of antivirals for prophylactic usage as a 
community mitigation measure in an outbreak

� Goal #2: Provide influenza antiviral drug stockpiles for strategic limited containment at onset of 
pandemic (6 M treatment courses)

� Diagnostics 
� Goal: Develop new high-throughput laboratory, point-of-care (POC), and home detection  

influenza diagnostics for pandemic influenza virus detection

� Other Countermeasures
� Goal: Develop and acquire other MCMs including syringes/needles, masks/respirators, 

ventilators, antibiotics, & other supplies 
National Strategy for Pandemic Influenza (Nov 2005) and HHS Pandemic Influenza Plan (Nov 2005)

www.pandemicflu.gov
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Pandemic Vaccination Allocation 
Framework for a Severe Pandemic

Vaccination tiers

23 million

17 million

64 million

74 million

122 million

300 M

Tier 1                       Tier 2                      Tier 3 Tier 4                      Tier 5

Rest of population

High risk population
- High risk adults
- Elderly

Critical occupations
- Deployed forces
- Critical healthcare
- EMS
- Fire
- Police
- Govt. leaders
High risk population
- Pregnant women
- Infants
- Toddlers

Critical occupations
- Military support
- Border protection
- National Guard
-Intelligence serv.
- Other natl. security
- Community serv.
- Utilities
- Communications
- Critical govt.
High risk population
- Infant contacts
- High risk children

Critical occupations
- Other active duty
- Other healthcare
- Other CI sectors
- Other govt.
High risk population
- Healthy children
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Public Health Emergency Medical 
Countermeasures (PHEMCE) Strategy and 
Implementation Plan

STAGE 1:  STRATEGY
Overarching guiding principles
and framework for priority-setting 

STAGE 2:   IMPLEMENTATION PLAN 
Near (FY 07�08), mid (FY 09�13),
and long-term (FY 14�23) goals for 
research, development, and acquisition 
of medical countermeasures

ASPR
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Establish deployment and use 
strategies for medical 

countermeasures held in the 
Strategic National Stockpile

Establish requirements and 
prioritize research, development, 

and acquisition programs 

Engage industry & address product 
development challenges: 

lengthy, risky, and expensive

Address a diverse 
set of threats: 

CBRN and Influenza

Consider the needs of a 
large, diverse population

HHS Public Health Emergency
Medical Countermeasures Enterprise



3/27/2009

5

ASPR

12

Pillars of the PHEMCE Implementation Plan

TechWatch
&

Resources
Identify

and Assess 
CBRN  
Threats 

Assess
Medical and

Public Health 
Consequences 

Establish 
Medical 

Countermeasure
Requirements

Identify and 
Prioritize 

Near-, Mid-, 
and Long-Term 
Development & 

Acquisition 
Programs
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Identify and Assess Threats:
Material Threat Determinations and 

Population Threat Assessments

� Radiological and Nuclear agents

• Bacillus anthracis (anthrax) 
• Bacillus anthracis - multi-drug resistant (MDR anthrax)

• Botulinum toxins  (botulism) 

• Variola virus  (smallpox)

• Yersinia pestis (plague)
• Franciscella tularensis (tularemia)

• Hemorrhagic Fever Viruses - Ebola , Marburg, Junin

• Burkholderia mallei (glanders) 

• Burkholderia pseudomallei (meliodosis) 
• Rickettsia prowazekii (typhus)

� Volatile nerve agents [PTA only; MTD is TBD]

Pillar 1
Identify 

and Assess
Threats

Material Threat =  “sufficient to affect national s ecurity”

ASPR
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HHS Medical and Public Health 
Consequence Assessment

� Civilian medical and public health 
consequence assessments based on 
Department of Homeland Security (DHS) 
scenarios of CBRN threats :

� How many people will be exposed (DHS)? 

� How many people will require diagnoses 
and medical countermeasures (HHS)? 

� What is the potential public health impact 
(i.e., morbidity, mortality) of existing or 
future medical countermeasures (HHS)?  

� How do response times at the federal, 
state and local levels affect medical 
countermeasure requirements (HHS)?

Time to distribute MCMs

# 
of

 M
C

M
s 

R
eq

ui
re

d

Pillar 2
Assess Medical 

and 
Public Health 
Consequences
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Factors Considered in Establishing 
Medical Countermeasure Requirements

Pillar 3
Establish Medical 
Countermeasure 
Requirements   � Population 

Exposure 
Assessment (PEA)

� Material Threat 
Determination 
(MTD)

The Threat

� Available medical
countermeasures

- Prevention

- Treatment

� Available
non-medical 
countermeasures 
(PPE, etc.)

� Next-generation   
ideal medical 
countermeasures

Available and
Next-Generation 

Countermeasures

� Composition

� Formulation

� Doses per course;
are booster doses 
necessary?

� Formulation and 
Packaging

� Storage 
requirements/ 
Stability – shelf-life

� Desired product 
specifications for a 
future generation 
candidate

Product 
Specifications

� Deployment logistics

� Utilization policy

� Pre-event

� Day of event

� Post-event

Deployment and 
Utilization 
(CONOPs)

� Near-term

� Long-term: 
replenishment of 
expired product vs. 
next -generation vs. 
fill/finish from bulk

� Multiple events?

� Forward 
deployment?

Estimated 
Requirements

Medical 
Consequence 

Modeling

� Military

� Civilian

Target Population

Scientific/Medical 
Characteristics of 
Threat Agent and 
Resultant Disease

Established through scientific evaluations by scientists,  
physicians, and public health experts from across the PHEMCE

ASPR
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Establishment of Medical 
Countermeasure Requirements

� HHS will establish Concept of Operations , including storage, 
maintenance, utilization policies and deployment pl ans for each 
MCM in the context of all available consequence mit igation 
strategies.

� HHS will define specific medical countermeasure req uirements, 
including product specifications consistent with US G storage 
plans and operational capabilities for deployment a nd utilization 
by federal, state, and local authorities.

ASPR
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Anthrax Case Study:
Multiple Approaches to Mitigating Health Consequenc es

*assumes antibiotic-sensitive B. anthracis

What medical countermeasure strategic objectives should be set t o shift the “curve”? 

� Improved response capabilities? 
� Improved products, e.g, vaccines, antibiotics, and antitoxins?  
� Both improved response capabilities and improved products?
� Increased emphasis on PREPAREDNESS:  pre-event vaccination/pre-positioning of MCMs
� What is the current priority?  
� Where do we need to go in the future? Who do we need to work with us to get there?
� WHAT IS THE ULTIMATE GOAL?  WHAT ARE EXPECTATIONS?  DO THEY MATCH?  
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• What product characteristics are most important to improve ease of use?
• Lack of cold chain storage

• Reduced number of doses

• Non-needle (self) administration

• What are the personnel requirements for administering different types of 
countermeasures?

• Different medical countermeasures for different environments:
• PODs

• Field ‘Hospitals’

• Hospitals

• How could diagnostics be best deployed, for use either during post-event 
prophylaxis or during triage for treatment?

• How can we develop MCMs to address the needs of various at-risk 
populations during a mass casualty event?

Key MCM Design Questions for Medical and 
Public Health Stakeholders

Do Not DistributeControlled Unclassified InformationDraft
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19
19

Public Health Emergency Preparedness for 
Medical Countermeasures

Public Health Emergency Preparedness

Medical Countermeasures

Detect/Diagnose
(hours-days)

Deploy/Dispense
(hours-days)Develop/Acquire

- Billions of dollars
invested to date
- >$10B for CBRN
and Pan Flu MCMs

Capabilities to 
effectively use
MCMs??
- pills
- vaccines
- antitoxins

- Not as fast as 
we need it to be
- Behind the 
power curve from 
the beginning

(weeks-years)
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The Course Ahead for BARDA and the 
PHEMC Enterprise 

� Execute and Implement key strategies and programs
� BARDA Strategic Plan
� Pandemic and All-Hazards Preparedness Act 

� National Pandemic Influenza Implementation Plan 

� HHS PHEMCE Implementation Plan for CBRN Threats

� HSPD-18, National Strategy for Medical Countermeasu res against 
Weapons of Mass Destruction 

� HSPD-21, the National Strategy for Public Health an d Medical 
Preparedness

� Continue to improve coordinated planning and execut ion 
of the public health emergency preparedness mission

� PHEMC Enterprise partners
� Build partnerships throughout public and private se ctors

� Public engagement for all-hazards preparedness
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Achieving the ASPR Vision

A nation prepared to prevent, respond to, and 
reduce the adverse health effects of public health 
emergencies and disasters. 

Keys to success
� Build partnerships necessary to carry out the ASPR mission
� Identify and Prioritize Requirements that meet the needs of 

stakeholders at the state and local levels and in t he 
communities for whom the MCMs are designed to benef it

� Transparency

� Communication

� Identify and address barriers

ASPR
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Contact Us

BARDA:
URL:  www.hhs.gov/aspr/barda/

E-Mail:  BARDA@hhs.gov

Monique.Mansoura@hhs.gov

� Upcoming Events

� PHEMCE Strategy and Implementation Plan

� CBRN and BioShield Programs

� Pandemic Influenza Programs

� BARDA Strategic Plan (coming later this year)

� Federally-sponsored conferences 
� Funding opportunities
� Resource programs
� Regulatory guidance
� Federal strategies and reports


