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Critical Safety Questions Remain Unanswered as CDC Embarks on Final Public Meeting on Swine Flu Vaccine

Washington D.C., Tuesday, September 8 - The Centers for Disease Control (CDC) will host an H1N1 stakeholder’s meeting at the Capital Hilton Hotel in Washington D.C. from 12:30 p.m. to 5:30 p.m. on the 10th and finishing 8:00 a.m. to 12:30 p.m. on the 11th.  Results from the previous 10 citizen/public engagements and from online dialogues will be reported at this meeting and discussion will focus on how pandemic swine flu vaccine will be made available to the public.  

This is the last in a series of public engagements sponsored by the CDC in advance of the current H1N1 vaccine efforts.  SafeMinds hopes the CDC will answer safety questions that remain and that have been put forth by many vaccine safety advocacy groups, as well as from the Department of Health and Human Services’ (HHS) own scientific advisory panel, the National Vaccine Advisory Committee (NVAC).

Government officials have represented to media that the H1N1 vaccine is formulated in the same manner as regular seasonal flu vaccine and is therefore safe. However, very little completed safety data will be available prior to the beginning of vaccine administration and assumptions related to safety are inconsistent with clearly stated concerns from HHS’s NVAC, in their July 24 draft recommendations;

“The need to actively monitor vaccine recipients for vaccine adverse events is critical given that the vaccine candidates will all contain a new antigen and may be combined with adjuvants that are not part of licensed vaccines in the US.”

Concerns held by the NVAC and SafeMinds include: 

1. safety of the new antigen in the H1N1 vaccine
2. the possible use of squalene adjuvant which is currently unlicensed in the U.S. HHS has already purchased over $400 million in oil based squalene adjuvant
3. the need for independent monitoring and reporting of vaccine adverse events. 
4. tracking of adverse events given the plan calls for, in some cases, H1N1 and seasonal flu vaccine to be administered simultaneously (as expressed by the NVAC in the August 24 conference call).
Similar to the seasonal influenza vaccine, the novel H1N1 vaccine would also be classified as a Category C drug, meaning either studies in animals have revealed adverse effects on the fetus and there are no controlled studies in women, or studies in women and animals are not available. Other safety concerns include the exclusion of tracking long-term health outcomes and no preference stated for separate administration or use of mercury-free vaccine, which are likely to make tracking of adverse events extremely difficult. 

Most H1N1 vaccine will contain mercury at levels exceeding federal safe exposure guidelines established by the Environmental Protection Agency (EPA), as does most of the seasonal flu vaccine.  As a result, children and pregnant women will be exposed to an unnecessarily large dose of mercury, due to the absence of precautionary statements of preference to use mercury-free formulations, which will be available for both H1N1 and seasonal flu vaccines.  “Without a stated preference for mercury-free vaccine to be given to young children and pregnant women, we will again see unnecessarily high mercury exposures.  Mercury is a neurotoxin known to interrupt critical stages of brain development and accumulates in an unborn child at levels higher than that of the mother.  Preference statements are critical in assuring mercury-free vaccine availability to these populations and others desiring them.” stated Theresa Wrangham, President of SafeMinds. 

Additional and independent safety infrastructure is necessary, as indicated by NVAC’s statement: “Consideration should be given to a transparent and independent review of vaccine safety data as it accumulates.  This Vaccine Safety Assessment Committee (VSAC) would be an independent group of outside experts with a charge to advise the ASH and/or ASPR on the presence, investigation, interpretation, and implications of possible side effects of H1N1 vaccines...”  However, without the addition of new safety infrastructure, oversight of the H1N1 vaccine is likely to be poor, due in part to current plans to administer the vaccine outside physician offices.

SafeMinds has raised these concerns in several venues in the past several months. To date, the CDC has failed to publicly address these questions or state a decision on the NVAC recommendation for independent safety oversight.

While the federal government has made clear that the H1N1 vaccine program is voluntary, local and state government mandates may impact individual choice and active military personnel and some healthcare workers are required to be vaccinated. 

SafeMinds is a charitable non-profit and leader in funding and advancing the science regarding mercury exposure as it relates to autism. Our expertise extends beyond mercury-related exposures to broader vaccine safety issues, as many of our Board Members hold government agency committee positions such as the Interagency Autism Coordinating Committee, various CDC Vaccine Committees, the Department of Defense Autism Spectrum Disorder Research Program and the National Vaccine Advisory Committee’s Vaccine Safety Working Group. For more information please visit our H1N1 page at http://www.safeminds.org/news/swine-flu-h1n1-vaccine.html.


