Group 3 – Emergency Use Authorization / Scope of Practice Toolkits

Kit Breakdowns

	Document Type
	Emergency Use Authorization Toolkit
	Scope of Practice Toolkit

	TOC
	1 document

	1 document

	Executive Overviews/
Summaries
	1 document
· Key Emergency Use Authorization and Medical Countermeasures Laws and Programs (2 p)
	1 document
· Scope of Practice Key Issues and Concepts (1 p)

	Fact Sheets
	6 documents
· 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)
· [bookmark: _GoBack]Project BioShield Act (2 p)
· Public Readiness and Emergency Preparedness Act (PREP Act) (2 p)
· Strategic National Stockpile (SNS) (2 p)
	3 documents
· Modified Scope of Practice Used by States in the 2009 H1N1 Influenza Pandemic (2 p)
· Scope of Practice Issues in Public Health Emergencies (4 p)
· Understanding Licensing, Credentialing, Certification, and Privileging (1 p)

	Issue Briefs
	0 documents

	0 documents


	State Analysis Guides
	1 document
· State Pharmaceutical and Dispensing Authorities (5 p)
	1 document
· Scope of Practice Issues (5 p)

	Current Issues & Updates
	3 documents
· 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)
	0 documents


	Supplemental Materials
	1 document 
(7 p)
	1 document
(7 p)



Emergency Use Authorization Toolkit

Overview of Issues Covered


Medical Countermeasures
-Relevant federal laws and programs
--Laws: FFD&C Act; Project Bioshield Act, PREP Act, PAHPA
--Programs: SLEP, SNS

Emergency Use Authorization (FFD&C Act) §564
-Comparing EUA with Investigational New Drug (IND) and Investigational Device Exemption (IDE) protocols

Shelf-life Extension Program (SLEP)
-Federal program--Associated with SNS and other federal MCM stockpiles
-Potential of expansion to state/local and private stockpiles

Strategic National Stockpile (SNS)
-Federal vs state and local roles

State Pharmaceutical Laws and Dispensing Authorities (toolkit SAG)
-Focuses on “medical products” (i.e., drugs, devices and biologics)
-State laws/regs re: storage, labeling/repackaging, distribution, compounding, dispensing, administration



Scope of Practice Toolkit

Overview of Issues Covered



Defining scope of practice
-State laws, regs

Understanding licensing, credentialing, certification, privileging and accreditation
-Implications for SOP and modifying SOP in emergencies

Modifying SOP
-Authority and mechanisms to modify
-Considerations
--Permitted activities
--Practitioners allowed to undertake
--Medical control and supervision
--Training

H1N1 Influenza Pandemic (2009)
-State examples of SOP modifications by practitioners
--Pharmacy
--EMS/EMT
--Dental
--Medical
--Nursing
--Other health care
--Veterinary
