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A few thoughts and questions to consider as you review the Medical Supplies and Countermeasures toolkit.

Recapping our plans to update the toolkits generally:
· Update contents
· Streamline the various types of documents in the toolkits

	Current Document Types
	Revised Document Types

	Executive Overviews
	Executive Summary

	Fact Sheets
	Issue Briefs

	Issue Briefs
	

	State Analysis Guides
	Practice Guides

	Resource Materials
	

	Current Issues & Updates
	TBD



· Eliminate redundancies among and within documents
· Create documents that can be used in more than one toolkit
· Reorganize the way toolkit documents are presented/grouped online 

Specific Medical Supplies and Countermeasures toolkit changes identified:
· Change name of toolkit to “Medical Countermeasures and Distribution”
(Note: revised name to Medical Supplies and Countermeasures”)
· Focus on the three facets of issue: (1) Medical countermeasures and distribution; (2) State and federal medical products issues; (3) Key federal laws
· Eliminate/combine existing executive overviews into a new Executive Summary document
· Streamline/combine fact sheets on EUA, SLEP and SNS into new Issue Brief(s)
· Create Issue Brief on state vs. federal medical products issues from existing fact sheets and state analysis guide
· Expand fact sheets on key federal laws to create Issue Briefs
· Create new Practice Guides from existing state analysis guide and “practice notes” sections in current fact sheets and issue briefs



Revised Medical Supplies and Countermeasures toolkit documents:
· 6 documents in the revised toolkit

	Executive Summary
	· Medical Supplies and Countermeasures

	Issue Briefs
	· Federal Medical Countermeasures Framework and Legal Authorities
· Medical Stockpiles and Distribution 
· Pandemic and All-Hazards Preparedness and Advancing Innovation Act
· Public Readiness and Emergency Preparedness Act (PREP Act)

	Practice Guides
	· Medical Supplies and Countermeasures 




Specific questions to consider during your review of the revised documents:
· Note: Executive Summary document withheld pending initial review of documents.
· What are your thoughts about the documents generally? Is the level of detail too little, too much or, about right?
· Should we add discussion of points of distribution and their associated legal considerations to this toolkit?
· Should we add an issue brief about state pharmacy laws, especially as they relate to definitions of dispensing, etc.?
· What other materials would you want to include in the practice guides?
· What other issues/topics should be addressed in this toolkit? Should they be put into another existing or a new toolkit?

[List of old EUA toolkit documents on next page as an FYI]


	Old Emergency Use Authorization Toolkit Documents

	Executive Overviews
	· Key Emergency Use Authorization and Medical Countermeasures Laws and Programs (2 p)

	Fact Sheets
	· Emergency Use Authorization: §564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (4 p)
· Comparing Emergency Use Authorization to Investigational New Drug & Investigational Device Exemption Protocols (2 p)
· Federal Shelf Life Extension Program (SLEP) (4 p)
· Project BioShield Act (2 p)
· Public Readiness and Emergency Preparedness Act (PREP Act) (2 p)
· Strategic National Stockpile (SNS) (2 p)


	Issue Briefs
	

	State Analysis Guides
	· State Pharmaceutical and Dispensing Authorities (5 p)


	Current Issues 
& Updates
	· Current Issues and Updates—Winter 2012—Pandemic and All-Hazards Preparedness Act Reauthorization (2 p)
· Current Issues and Updates-Fall 2011-FDA Doxycycline Mass Dispensing EUA (1 p)
· Current Issues and Updates—Summer 2011—Evolving Policy Issues (2 p)


	Supplemental Materials
	(7 p)

	Total Documents
	11(12)
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