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March 29, 2006

John Agwunobi, M.D., M.P.H., M.B.A.
Assistant Secretary for Health

Director, National Vaccine Program

Department of Health and Human Services

200 Independence Avenue, SW, Rm. 716G

Washington, DC  20201

RE:  NVAC – February 7-8, 2006 meeting

Dear Dr. Agwunobi:

Before I proceed further, on behalf of our members, let me thank you for sharing your thoughts and concerns in regard to vaccines and immunization policy with us at our last NVAC meeting.  We all appreciated hearing your views, as they provided an important indication of DHHS priorities and needs, and must influence the agenda of an advisory committee such as ours.  We look forward to future meetings and further insights and input from you.

A variety of topics were covered during our 2-day NVAC meeting.  Senior CDC and FDA officials presented the Committee with information on the supply and demand of the influenza vaccine, vaccine safety, and vaccine financing, and recent polio cases in unvaccinated populations.  In addition NVAC subcommittees and working groups presented progress reports.  Based on these presentations and progress reports, NVAC passed three resolutions.  The first requested that the Department seek increased authority for the Secretary, in a public health emergency, to permit the FDA to utilize the Emergency Use Authorization process for vaccines.  The second requested the Department to encourage the National Council on Quality Assurance (NCQA) to include all vaccinations recommended for adolescents by the Advisory Committee on Immunization Practices (ACIP) as Health Plan Employer Data & Information Set (HEDIS) indicators.  The third recommended that the United States and international partners finance, create, and maintain a global poliovirus vaccine stockpile and take steps to ensure that all partners have immediate access in the event of an outbreak.  

As you know, the immunization community is increasingly concerned about how to assure development of and public access to future generations of vaccines to prevent disease and improve the lives of Americans.  Day one of our February meeting opened with a presentation by Helen Darling, president of the National Business Group on Health about vaccine financing from the employer’s perspective which was relevant to this concern.  Ms. Darling noted how business size impacts benefit coverage decisions and commented on the positive role of comprehensive health insurance coverage in recruiting and retaining valuable employees.  She concluded by noting that ongoing education of employers about the importance of vaccines, readily comprehensible vaccine information for employers and employees, and improved vaccine financing will be important components of any plan to increase employer-paid vaccine benefits.  Dr. Ray Strikas (CDC) then presented an update on the annual National Influenza Vaccine Summit, co-sponsored by the CDC and the AMA.  This year’s Summit focused on concerns about delays in the production of the 2005/2006 influenza vaccine and problems associated with vaccine distribution to providers. 

Later that morning, Dr. Robert Davis (CDC/ISO) gave a fascinating presentation on new issues associated with vaccine safety/adverse events and how genomic medicine might change the way in which medical professionals and the public evaluate the safety of vaccines. The genomic approach to vaccine safety determination would follow a model currently under study by pharmaceutical manufacturers who hope to identify predisposing genetic factors through molecular technology that cause one individual to be more susceptible to a medication induced adverse event than another.  Complications associated with the decision to treat with a drug or vaccinate for certain diseases might well be reduced with the development of such technology.  

Our morning session closed with a report from Dr. Norman Baylor (FDA) on new evaluation and regulatory pathways intended to speed vaccine availability and facilitate vaccine manufacturing.  This presentation, in response to concerns about the availability of adequate vaccine supplies in the event of an influenza pandemic, was built in part upon information presented by Dr. Robin Robinson (HHS) at the Committee’s November meeting. Dr. Baylor also spoke about the FDA’s role in facilitating the availability of the influenza vaccine through changes in testing procedures and methods as well as alternative methods for reagent production, which may accelerate licensure and improve vaccine supply.  NVPO Unmet Needs funding provided to FDA in 2005 supported a recent meeting with Canadian counterparts on regulatory requirements for influenza vaccine.  A subsequent, broader meeting is planned for later this year.  The third recommends the U.S. participate in the creation of a global poliovirus vaccine stockpile.

Day two of our meeting opened with reports from the agencies, departments, advisory committee, and liaison groups.  Dr. Anne Schuchat (CDC) reported on the National Immunization Program, summarized the CDC’s vaccine activities, and provided an overview of the next ACIP meeting.  Dr. Geoffrey Evans (ACCV/VICP) clarified that adverse events associated with the rotavirus vaccine were covered by the Vaccine Injury Compensation Program. In response to a question, Dr. Evans also noted that, although the DTaP vaccine is under new licensure, it is still covered by the Vaccine Injury Compensation Program (VICP).  Dr. Norman Baylor (FDA) described the safety and efficacy profiles of Rotateq and Zostavax. Dr. Bruce Gellin presented the NVPO report, and Dr. Mulach reported on NIH’s activities. Colonel Renata Engler (DoD) reported on continuing military initiatives on vaccine safety and surveillance.  Dr. Lawrence Deyton presented the DVA report.  There were no additional questions or comments resulting from these reports. 

The NVAC subcommittees then presented summaries of their meetings.  The Subcommittees used part of their meetings to reflect upon a charge I had given them to consider how the Committee might address challenges to financing childhood immunization programs.  The Subcommittee on Vaccine Supply and Development proposed that we form a Working Group on the Financing of Childhood Vaccines.  I am currently working with the Subcommittee chairs to put that process in motion.

Dr. Gary Freed reported for the Subcommittee on Immunization Coverage. The Subcommittee heard from Maria O’ Brien Hylton, JD (Boston University) who gave an overview of ERISA.  The Subcommittee also discussed the U.S. Preventive Task Force, as distinguished from the U.S. Community Preventive Services Task Force.

Dr. Sharon Humiston reported from the Subcommittee on Communications and Public Engagement.  The Subcommittee recognized a need for a process by which key public stakeholder groups can inform vaccine policy.  The Subcommittee also agreed that an effort to continue to educate the public about the importance of vaccines from the beginning to the end of life is needed.  The Subcommittee concluded that vaccine financing would be an excellent topic around which to focus public interest and engagement.  

Dr. Andrew Pavia reported for the Subcommittee on Vaccine Safety which had discussed the relationship between vaccine financing, public perceptions of vaccine safety and the demand marketplace.  The Subcommittee also heard a presentation on Population Genetics: Immune Response to Infection/Vaccination by Dr. Nasrin Nabavi, from the National Institute of Allergy and Infectious Diseases (NIAID).  

The Regulatory Harmonization Working Group presented its findings and recommendation.  Co-chaired by Drs. Cornelia Dekker and Alan Hinman, the Working Group was charged in February 2005 to explore the regulatory and legislative changes needed to allow the United States to bring in licensed vaccines from other industrialized countries in order to meet a vaccine need.  The Working Group found that while the existing Project Bioshield legislation may provide needed flexibility in the pandemic influenza situation, it would not do so in other test situations examined by the Working Group, such as outbreaks or vaccine shortages. The Working Group acknowledged that expedited approaches to licensure could spur interest among the manufacturers. However, the most appropriate approach for dealing with all of the test situations, as determined by the Working Group, would be to enact legislation that would allow the Secretary to declare a public health emergency, separate from the existing caveat requiring a threat to national security, and therefore invoke Emergency Use Authority to the FDA. Therefore, the Working Group recommended that HHS seek such legislative authority.  In light of the Working Group’s efforts, the Committee unanimously supported the following recommendation:

The NVAC recommends that HHS seek legislative authority to permit the Secretary to invoke Emergency Use Authority to allow use of a vaccine not presently licensed in the United States if a public health emergency exists.

Dr. David Johnson reported for the Adolescent Immunization Working Group.  The group had discussed HEDIS indicators developed by the NCQA as a mechanism by which to accredit certain health care organizations and also the continuing and rapidly increasing shortfall in insurance coverage of childhood and adolescent immunization.  Dr Johnson proposed the following recommendation, which was passed on a voice vote without dissent by the full Committee:

The Committee requests that the National Vaccine Program Office and the Assistant Secretary of Health strongly recommend to the National Committee Quality Assurance (NCQA) that all vaccinations recommended for adolescents by the Advisory Committee on Immunization Practices (ACIP) be included as HEDIS( indicators.

The remainder of our meeting was dedicated to the following presentations:

· Dr. Christine Layton from Research Triangle Institute (RTI) presented on results of a study requested by the Assistant Secretary for Planning and Evaluation.  The study examined the dynamics of influenza vaccine supply and demand, efforts to provide policymakers and other decision makers with information about influenza vaccine issues, and mechanisms to address pandemic or avian influenza concerns. 


· Dr. Harry Hull, of the Minnesota Department of Health, presented a case study of polio in a child in Minnesota, and described the epidemiological investigation. Cultures confirmed infection with a vaccine-associated type-1 poliovirus in an immune-compromised female child.  The infection was community-acquired.  Hull said there was no evidence of circulation of this polio outbreak beyond this Amish community in Minnesota.  It remains to be determined how much danger chronically infected immune-deficient persons pose to the community and what steps health care providers can take to resolve any risk given that it is known that vaccine-derived polio viruses of immune deficient origin are transmissible.  Questions raised included: whether a bone marrow transplant will clear the infection in immunodeficient children and what regimen might be useful in eliminating chronic infection among immune-deficient persons.  


· Dr. Jim Alexander, the lead poliovirus epidemiologist of the National Immunization Program at the CDC, presented on the national and international surveillance efforts of multi-agency and multi-state polio investigations.  The group discussed revising current surveillance methods because poliovirus infections are not currently subject to mandatory reporting.  In addition, viral typing is not routinely performed, and had viral typing not been conducted in the Minnesota case, the association with a vaccine-associated type of poliovirus would have gone unnoticed.  An additional item of discussion was the need to upgrade the current status of the US and global polio vaccine stockpiles due to the possibility of vaccine-associated outbreaks.  The current recommended US stockpile amount is 8 million doses, but the current stockpile status is only 3.5 million doses.

Dr. Alexander’s presentation resulted in the passage of the following recommendation by the Committee: 

The Committee recommends that the United States and international partners finance, create, and maintain a global poliovirus vaccine stockpile and take steps to ensure that all partners have immediate access in the event of an outbreak.  

This concluded our February meeting of the NVAC.

As you know, my term as Chair of the NVAC will end very soon.  I have appreciated and will be forever grateful for the opportunity to have served in this role.  Let me express my thanks to you for your personal support and the interest you’ve shown in NVAC since you came on board two months ago.  Also let me extend my best wishes to your Office, the NVPO and those around the NVAC table as you all collectively continue the vital task of assuring the public of the gifts of health and well-being accessible through immunization.

Please feel free to contact me with any questions or concerns you may have in regard to any of the Committee’s activities.  The next NVAC meeting is scheduled for June 6-7, 2006.  We hope you will be able to join us.

Sincerely yours,
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Charles M. Helms, M.D., Ph.D.

Chairman, National Vaccine Advisory Committee
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