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TO:               National Vaccine Advisory Committee 
FROM:           National Vaccine Advisory Committee, H1N1 Vaccine Safety Subgroup

SUBJECT:      Draft Recommendations on Communications for 2009 H1N1 Influenza Vaccine Safety

DATE:           August 21, 2009

The National Vaccine Advisory Committee (NVAC) established the H1N1 Vaccine Safety Subgroup with the charge to review the current federal plans for safety monitoring for a 2009 H1N1 influenza vaccine and provide feedback on the adequacy, strengths, weaknesses and considerations for enhancement.  Since the Subgroup’s first recommendations were presented to the NVAC on July 27, 2009 the Subgroup has met four times. Based on these discussions it has provided the following recommendation for NVAC’s consideration.  It will be presented to the full NVAC for vote on August 24, 2009, via telephone conference call.  
1. NVAC recommends that the Assistant Secretary for Health and the Department of Health and Human Services (HHS) develop, and where possible test in advance, a strong and organized response to scientific and public concerns about vaccine safety that may emerge during the 2009 H1N1 vaccination campaign. The challenge will be to communicate effectively and to differentiate rapidly between adverse events that may be causally related to the vaccine and those which would be expected by chance alone. Such a response could involve:
a. Assembling information on background rates in the general population of anticipated adverse events following immunization (AEFI), including stratification by age group if possible.
b. Organizing drills or practice scenarios for how the government will respond to concerns about adverse events temporally related to H1N1 vaccination, including identifying data resources and strategies for communications messages. Events reported among pregnant women are especially likely to generate concern. There are special challenges around identifying AEFIs, determining background rates, determining causality and effectively communicating in this population. Therefore, NVAC suggests that practicing a scenario of possible pregnancy associated events would be particularly valuable.

These activities will allow agencies to formulate responses in advance so that they are able to promptly and effectively make policy decisions and communicate about H1N1 vaccine safety to the media and the public.

NVAC is an advisory committee to the Assistant Secretary for Health (ASH). Therefore all recommendations approved by the NVAC are made to the Department’s ASH for his review and consideration in his communications with components of the Department.
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