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	Abstract:
	      Vaccination with oral poliovirus vaccine (OPV) will cease in many countries after poliovirus eradication and certification is achieved.  A supply of poliovirus vaccine will be needed at the time of OPV cessation to respond to potential poliomyelitis outbreaks. This supply will need to be enlarged significantly by 2008, the year of anticipated global certification.  Issues of stockpile governance, financing, regulation and distribution can be informed by the experience with other vaccine stockpiles, e.g., smallpox, yellow fever and meningitis.  Translation of findings from these other stockpile experiences into the development of guidelines for a poliovirus vaccine stockpile is an important early step in assuring an optimal vaccine supply. An expert person, group or organization with specific expertise in vaccine supply and global vaccination issues will be commissioned to gather information and prepare a written report that includes “best practice” guidelines for a global polio vaccine stockpile as it evolves from the current era (global eradication efforts) to the global certification/vaccine cessation era, and to the post-OPV cessation era.  

	Specific aims:
	     The objective of this project is to review previous vaccine stockpile experiences and to use this information to develop options for how to proceed logistically in the planning of a poliovirus vaccine stockpile during the transition from the current era to the post-OPV cessation era.  

	Background:
	     The global polio eradication initiative was launched in 1988. Since that time, eradication efforts have resulted in a decrease in the number of polio-endemic countries from more than 125 in 1988 to 7 in 2002 and a reduction of poliomyelitis incidence of 99%.  The anticipated date for all WHO regions to be certified polio-free is 2008.  Vaccination with oral poliovirus vaccine (OPV) will cease in many countries, although many developed countries will likely continue vaccinating with inactivated poliovirus vaccine (IPV) at least for a period of time.  A global supply of poliovirus vaccine will be needed at the time of OPV cessation to respond to potential reemergence of poliovirus due to 1) break in laboratory containment, 2) circulating vaccine-derived poliovirus, or 3) intentional release of poliovirus in to the population.  Currently, a trivalent OPV “stockpile” exists in the form of a “rolling stock” with excess supply (approximately 50 million OPV doses). This supply will need to be enlarged significantly by 2008.  The design of a global polio vaccine stockpile is expected to evolve and is dependent upon decisions about the type of vaccines (e.g., OPV, monovalent OPV, and/or IPV), the proposed size of the stockpile, the participating countries, outbreak response strategies, etc.   Issues regarding stockpile governance, financing, regulation and production /distribution can be informed by the experience with other vaccine stockpiles, such as those for smallpox, yellow fever and meningitis.  Synthesis of findings from these other stockpile experiences with current knowledge about poliovirus vaccine is needed to develop guidelines for an evolving global polio vaccine stockpile.  


	Study design/Plan:
	     This commissioned work will be awarded to person, group or organization with specific expertise in vaccine supply and global vaccination issues as well as extensive knowledge of vaccine regulatory issues and contacts with persons responsible for vaccine production and supply.  The product of the commissioned work will be a comprehensive report (described below).  The awardee shall:

1) conduct a literature review of scientific articles with emphasis on global stockpiles (smallpox, yellow fever, meningitis, etc.) and regional and national vaccine stockpile (smallpox) practices. 

2) identify and contact key informants to obtain information about governance, financing, regulation, and stockpile production, maintenance and distribution.  Information will be obtained via correspondence, telephone or face-to-face meetings.

3) review documents pertaining to the establishment and maintenance of vaccine stockpiles.  Such documents include policy/guidance documents, budgets, guidelines, white papers, and published articles.

4) present the findings of the work to WHO and CDC staff at a meeting in Atlanta or Geneva.
5) prepare a written report that synthesizes the information related to the topic areas below, and proposes a framework for all factors to be considered, including recommendations for “best practice” guidelines for national and global polio vaccine stockpiles.  The report shall include a range of options for the establishment of a global polio vaccine stockpile and the advantages and disadvantages of each option. Issues that should be addressed in the report include the following: 
· Governance:

· Which institutions (governmental, international, etc.) should be involved, based on previous experience?

	
	· How can political support be generated and maintained, especially in the face of competition from other public health priorities and extended time period since last case?

· How have national, regional, and global efforts to implement vaccine stockpiles been coordinated in the past?

· How has governance of national, regional and global stockpiles been instituted and who are the decision-makers? 
· What were countries’ equity concerns about access to vaccine stockpiles and how does this apply to a polio vaccine stockpile?

· Financing:

· How have start-up and maintenance costs for vaccine stockpiles been financed in the past?

· Regulatory issues:

· How can issues of prevailing regulatory authority be resolved (national vs. global)?

· How have varying national regulatory requirements been resolved?

· Vaccine stockpile production, maintenance and distribution:

· What is the optimal number of vaccine manufacturers to guarantee the adequate continuation of the stockpile?

· What previous experiences with manufacturer incentives apply to an OPV stockpile?

· What are the factors to consider in the optimal distribution of a global vaccine stockpile (centralized vs. decentralized)? 

· What lessons regarding infrastructure for storage and distribution from other stockpiles are applicable and informative to a polio vaccine stockpile?

· Are there manufacturer liability concerns specific to stockpiled vaccines, and how have they been resolved?

· How can qualified and experienced personnel for a field response be maintained?
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