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Opportunities and Challenges in the MCM Enterprise

Medical Countermeasures are the ‘Center of Gravity’ for Mitigating Biological Risks
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• Some barriers to large event
• Very short intervention window
• Challenging for CONOPS
• Limited range of scenarios
• Characterized syndromes
• Narrow scope of MCM

Rad/Nuc
• Many barriers to large event
• Short intervention window
• Challenging for CONOPS
• Limited range of scenarios
• Characterized syndromes
• Narrow scope of MCM

Biological
• Few barriers to large event
• Large intervention window
• Permissive of CONOPS
• Wide range of scenarios
• Numerous syndromes
• Broad scope of MCM



Traditional

Naturally occurring 
microorganisms/ 
toxin products

Finite number of 
agents

Known signature

Knowledge gaps 
exist re: properties, 
availability, stability

Some value to 
‘threat list’ approach 
for prioritizing MCM 
development against 
individual agents

Emerging

Naturally occurring   
organisms/EIDs      
(i.e. SARS, H5N1)

Enhanced

Traditional agents 
that can circumvent 
countermeasures

Notional Evolution of the Biological “Threat”

New 
approaches 
to defense

needed

MCM ‘defense’ must evolve to address future inability to assess agent-based risks

Advanced

Artificial agents 
engineered in 
laboratories

Unknown but 
potentially infinite

Signature unknown

Almost complete  
knowledge gaps 
regarding hazards

Threat lists impractical 
and uninformative and 
agent-based MCM not 
economically viable or 
adequately robust 



TRADITIONAL ENHANCED EMERGING ADVANCED

“Prepositioned Defense” “Rapid Responsiveness”

Leverages Current Technologies Exploits Emerging Technologies

Proposed Transformation of our Biological “Defense”

These long-term objectives parallel those of public health, medicine and industry 

1) Define our investment space 
• Prioritize agents based on risk
• Identify high impact ‘target set’ of agents 
• Issue Material Threat Determinations

2) Satisfy operational requirements  
• Develop scenario-based CONOPS 
• CONOPS guide MCM investments
• Data call informs implementation plan

3) Buttress US MCM defenses
• Identify and validate MCM vulnerabilities
• Targeted development of alternate MCM   
• Achieve ‘multi-layered’ MCM defense

Guiding Principles
1) Integrate discovery and development

• ‘High resolution’ surveillance/diagnostics
• Responsive platform-based systems
• Rapidly directed and scalable

2) Establish favorable environment
• Identify and develop promising avenues
• Partner with industry on ‘test cases’
• Develop ‘expanded’ regulatory toolkit

3) Integrate new and traditional approaches
• Incorporate public health mgmt strategies
• Transition from ‘stockpile’ to ‘enterprise’
• Ability to address broadest ‘threat space’

Guiding Principles

Current Approaches New Capabilities



Lessons Learned From Pandemic Planning

• Strategy released on Nov 1, 2005

• Plan released on May 3, 2006

• Contains over 300 actions for 
Federal Departments and Agencies

• Provides guidance on 
implementation of the Strategy, the 
development of Department plans, 
and outlines specific roles and 
responsibilities of Departments and 
Agencies in pandemic preparedness 
and response

• Communicates expectations of non-
Federal entities (State and local 
governments, private sector, critical 
infrastructure entities, individuals)



• Frame as a national priority

• Establish a robust public-private 
partnership

• Address all barriers to execution

• Set clear expectations of non-
Federal entities (State and local 
governments, private sector, critical 
infrastructure entities, individuals)

• Require cross-sectoral coordination

Lessons Learned From Pandemic Planning



Establishing Sustainable Capacity

• Integration of:

– Biodefense countermeasure efforts with efforts to establish novel 
countermeasures for naturally-occurring threats

– Biodefense preparedness with overall public health preparedness

– Public health and medical preparedness and response

– Health response with the community-wide response

• Cross-sectoral planning and public-private partnerships at the local, 
State, Regional and Federal levels

• Demonstrable progress as a result of our investments

• Sustained commitment on the part of States and the Federal 
Government (Executive and Legislative branches) to the 
establishment and maintenance of an all-hazards preparedness and 
response capacity


