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Public Health Impact of Influenza
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Influenza Pandemic Preparedness Accomplishments
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Ongoing Influenza Countermeasure Initiatives
Speed/Flexibility
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Domestic Capacity Gaps
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Modernized release testing Break Though Vaccine!
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Effectiveness

. Multiple immune pathways
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Speed >> Efficacy
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= Partnership Requirements
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The ‘End-to-End’ Solution

Licensure

Product Approval Information -
Licensing Action

Only those vaccines that
are demonstrated to be
safe and effective, and that
can be manufacturedin a
consistent manner will be
licensed by the FDA

LS
“Animal Rule”
Approval*

DEPARTMENT OF HEALTH AND HUMAN SERVICES Acrelerated
Center for Biologics Evaluation and Research Approval*
Food and Drug Administration

psieetfOn of clinical safety is required for all pathways

+ Demonsiration of effectiveness is required for all pathways, there are
differences in approach among pathways

D e a.r D eve I O p m e nt I n n Ovato r, «  *Accelerated Approval and Animal Rule have specific “eligibility” criteria

and associated requirements

Your biologics license application
for Awesome is approved

effective this date... Sustainability

Saving Lives. Protecting Americans.




Collaboration

Solicitation Number: BAA-18-100-SOL-00003

Area of Interest #8: Influenza and Emerqging
Infectious Diseases (IEID) Vaccines

e 81 Advanced development of more
effective influenza vaccine candidates

e 8.2 Innovative vaccine production
enhancements.

Technical Point of Contact: Armen Donabedian;
Armen.Donabedian@hhs.qgov
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How to contact BARDA
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