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DHHS Pandemic Influenza Preparedness and Response Plan

Interim Comments of NVAC Workgroup
The Chair of the National Vaccine Advisory Committee (Dr. Charles Helms) formed an NVAC workgroup to develop an NVAC response to the Department of Health and Human Services Draft Pandemic Influenza Preparedness and Response Plan, issued in August 2004.  Working Group members were Alan Hinman (Chair), Mary Beth Koslap-Petraco, Richard Raymond, and William Schaffner.  Working Group members read the draft plan individually and met by conference call on September 22, 2004.  Drs. Sarah Landry and Benjamin Schwartz and Ms. Emma English of the National Vaccine Program Office participated in the call.

Key Working Group observations on the draft Plan are:

· It provides an excellent description of all the factors that need to be considered in drawing up plans at national, state, local, and hospital levels.  However, it is incomplete in that it does not make specific recommendations for action.

· Several key policy decisions need to be made well in advance of the pandemic (i.e., now) and should be discussed publicly and in the political arena.  Public discussion/debate is needed, not merely inviting public comment in the Federal Register.  Legislation may be required to implement the policies and this also needs to be discussed and decided well in advance of the pandemic.  Some of the policy decisions that need to be discussed and decided now include:

· The role of the federal government in purchasing and distributing vaccine

· Indemnification of vaccine manufacturers and those who administer vaccine and adequate compensation to those who experience serious adverse effects as a result of vaccination;

· Identification of priority groups for vaccination, particularly during early phases when there will not be adequate supplies of vaccine

· The potential need for purchasing and stockpiling syringes and needles to support mass vaccination

· The role of the federal government in purchasing and distributing antiviral drugs; and 

· Identification of priority groups for antiviral administration and the relative priority of prophylaxis and treatment

· There will certainly be state-to-state variation in specific approaches taken but it is essential that national guidance be enunciated now so state (and lower level) plans can take national recommendations into account. 

· The Plan would be greatly strengthened by having specific examples of plans that have been developed for each level, even if these examples are not “ideal” models.

· Although it is not highly likely that vaccines produced in other countries would be available in the US in a pandemic situation, this is a possibility.  Regulatory harmonization would ease importation of such vaccines.  The FDA should review what legislative/regulatory changes are required to streamline the process without compromising safety and make recommendations regarding changes.

· One of the important lessons from the swine influenza program is the importance of having “go/no go” decision points as the situation unfolds.  The plan does not clearly identify these points, for example, if there is no further spread after an initial outbreak (as occurred in 1976).  Nor does the plan describe who or what group would make these decisions.

· The Plan should describe linkages to overall preparedness activities to bring together the related strings of activity.

· In interpandemic periods, the emphasis in vaccine/antiviral prioritization is on individual protection of those at highest risk of complication (or of transmission to those at highest risk).  In a pandemic situation, priorities may, of necessity, shift to maintaining and protecting the essential services of society – health facilities, fire, police, etc.  To gain public understanding and acceptance of such a dramatic and important shift, it will be essential to carry out thoughtful and extensive discussions with broad public and professional involvement.

Based on these observations, Working Group members feel that the most important thing NVAC can do is to provide a mechanism for full discussion of the key policy/priority issues so decisions can be made before a pandemic occurs.  This discussion should involve a wide range of stakeholders, including ethicists. Given that we cannot predict when the pandemic will occur, it is important to begin the process immediately.  Consequently, the Committee is establishing a Pandemic Influenza Working Group to include both NVAC members and consultants from other stakeholders to carry out the widespread public discussions and make policy recommendations by June 30, 2005.  These recommendations will include recommendations for ongoing review of the plan and needed modifications as the situation evolves.

