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HHS Sec issues Call for Develop-ment of Counter-measure





President approves proposal





HHS Sec and DHS Sec jointly submit proposal to President to issue a call for development of countermeasure and make a commitment that upon the first development of such countermeasure, the special reserve fund be made available





Blue text = HHS actions


Green text = DHS actions


Purple text = Joint DHS/HHS actions


Red text = Presidential actions





If commercial market other than as security countermeasure exists, purchase with discretionary stockpile appropriation





Security Countermeasure Definition:


A drug, biological product, or device that


1)	� 	HHS Sec determines to be a priority to treat material threat or condition resulting from treating the threat;


	� HHS Sec determines to be a necessary countermeasure; and


	� Is approved/cleared or licensed by FDA or HHS Sec determines will qualify for approval  or licensing in 8 years


Or


2)	Is authorized for emergency use — Federal Register Notice is Required


	� By HHS Sec after consultation with Director of NIH and CDC; and


	� Only after a Declaration of Emergency by HHS Sec (based on determination of emergency by HHS Sec, DHS Sec, or DoD Sec) — Federal Register Notice is Required





Congressional Notification
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HHS Sec and DHS Sec jointly notify Congress





HHS Sec notifies Congress





DHS Sec notifies Congress





Countermeasure delivered to stockpile





HHS Sec arranges for purchases of counter-measure through special reserve fund


Releases RFP


Reviews proposal(s)


Awards contract(s)





President approves





HHS Sec and DHS Sec (in coordination with OMB) jointly recommend to President procurement through special reserve fund





HHS Sec determines security counter-measure appropriate for inclusion in stockpile through special reserve fund











Considerations:


Quantities needed


Production and delivery within 8_years feasible


Lack of significant commercial market





HHS Sec assesses availability and appropriateness of specific counter-measures to address material threat





HHS Sec assesses public health conse-quences and determines countermeasures necessary





DHS Sec assesses CBRN threats and determines agent presents material threat





Project BioShield Procurement Process





The Call  for Development is an optional step in the procurement process.  This is only exercised if there are no products already in development.








