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• The National Biodefense Strategy 
to assess, prevent, protect 
against, respond to, and recover 
from biological threats. 

• Establishes a leadership structure 
and approach to coordinate the 
full range of biodefense activities 
across the U.S. government 

• Recognizes the roles of biosafety 
and biosecurity in biodefense
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Biodefense 
Enterprise 
Structure
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Goals
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2.4 Strengthen Biosafety and Biosecurity Practices 
and Oversight to Mitigate Risks of Bioincidents

2.4.1: Strengthen biosafety and biosecurity
2.4.2: Support and Promote the Responsible Conduct of the Life 
Science and Biotechnology Enterprise
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Updates on Select NBS Biosafety and 
Biosecurity Efforts

1. Applied Biosafety Research
2. Potential Pandemic Pathogens Care and Oversight 

Committee; 
3. Review of the Department of Health and Human 

Services, Screening Framework Guidance for Providers 
of Synthetic Double Stranded DNA and Efforts to 
Secure Biotechnology



7Saving Lives. Protecting Americans.
Unclassified/For Public Use

2019 - Priority 3 Biodefense Research and 
Development Working Group 

Applied Biosafety Research Goals
 Optimizing Evidence-based Biosafety/Biosecurity 

Practices
 Identify and address research gaps needed to improve 

laboratory biorisk management with the goal of ensuring 
that federal guidance and regulations in this focus area 
are based on the best available science

 Ensure that federal guidance and regulations in biosafety 
and biosecurity are based on the best available science.
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Applied Biosafety Research Tasks

Near Term Tasks:
• Detail priority areas of research of interest to the federal government by 

articulating known and immediate applied biosafety/biocontainment 
evidence gaps for life science research facilities. 

• Develop a mechanism to strengthen and support existing Applied Biosafety 
Research. 

Long Term Tasks:
• Develop a mechanism to fund applied biosafety research
• Develop a mechanism for future implementation that includes life science 

gaps for field research, for biohazard work in low-resource settings, applied 
laboratory biosecurity gaps, and emerging biotechnologies.



9Saving Lives. Protecting Americans.
Unclassified/For Public Use

Definition of Applied Biosafety Research

“Research on safety measures, safety equipment, 
infection control and the sociology of laboratory 
biorisk management applied to reduce the risk of 
exposure to laboratory biohazards”  
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Applied Biosafety Research Workshop Roadmap Gaps

• Sociology of Lab Bio-Risk 
Management (e.g. Culture of 
biosafety)

• Agent Exposure and Infection 
(e.g. Aerosols and Fomites)

• Evaluation of Technology, 
Procedures and Tools (e.g. 
Inactivation and 
decontamination procedures)

• Measuring and Mitigating Risk 
(e.g. Risk assessment)
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P3CO Round Table 

Department of Health and Human Services 
Funding of Enhanced Potential Pandemic Pathogen 

Research: the P3CO process



12Saving Lives. Protecting Americans.
Unclassified/For Public Use

HHS P3CO Review Evaluation Criteria
1. Research is scientifically sound;
2. The pathogen is considered to be a credible source of a 

potential future human pandemic;
3. The potential risks as compared to the potential benefits to 

society are justified;
4. There is no feasible alternative method to address the same 

question in a manner that poses less risk;
5. The investigators have demonstrated the capacity and 

commitment to conduct the research safely and securely;
6. Research results are expected to be responsibly 

communicated;
7. The research will be subject to ongoing federal oversight; 

and
8. The research is ethically justifiable.
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BLUF
Two research projects involving potential pandemic 

pathogens (PPP) were reviewed

• December 2017: HHS adopts the HHS Framework for Guiding Funding Decisions 
about Proposed Research Involving Enhanced Potential Pandemic Pathogens (HHS 
P3CO Framework) lifting the pause on HHS funding of certain research that involves 
enhanced Potential Pandemic Pathogens (PPP) and providing a method for 
department-level review.

• June–December 2018: The HHS P3CO review group reviews two PPP research 
proposals and determines that both are acceptable for HHS funding based on defined 
criteria, including ethical considerations, detailed in the HHS P3CO Framework.

• January 30 and February 14, 2019:  The funding agency applies terms and conditions 
of award, funding the research.
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Review of the 2010 Screening Framework Guidance 
(Guidance) and Efforts to Secure Biotechnology

• 2010. Department of Health and 
Human Services, Screening 
Framework Guidance for 
Providers of Synthetic Double-
stranded DNA;

• USG is conducting a review of 
the Guidance.
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Background - 2010 Guidance Document

• Goals of the Guidance:
 Minimize the risk that unauthorized individuals or 

individuals with malicious intent will obtain “toxins 
and agents of concern” through the use of nucleic 
acid synthesis technologies, and:

 Simultaneously minimize any negative impacts on 
the conduct of research and business operations 
that use these technologies;
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Synthetic Biology Whole-of-Society Engagement

Industry and Academia

Interagency International, NGOs

http://images.google.com/imgres?imgurl=http://www.theodora.com/flags/new14/nato_flag.jpg&imgrefurl=http://www.theodora.com/flags_12b.html&h=396&w=500&sz=19&hl=en&start=3&tbnid=fGgF6LOo_Ds3EM:&tbnh=103&tbnw=130&prev=/images?q=NATO&gbv=2&hl=en&sa=G
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The Engineering Biology Research Consortium is the leading U.S.-based non-
profit, public-private partnership dedicated to bringing together an inclusive 
community committed to advancing engineering biology to address national 
and global needs. We showcase cutting-edge research in engineering 
biology, identify pressing challenges and opportunities in research and 
application, articulate compelling research roadmaps and programs to 
address these challenges and opportunities, and provide timely access to 
other key developments in engineering biology.

EBRC:  Engineering Biology Research Consortium



Institutions & Government



Institutional Membership
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For More 
Information

Visit our website: 

www.phe.gov/biodefense

http://www.phe.gov/biodefense
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