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The National Immunization Program (NIP) of the Centers for Disease Control and Prevention (CDC) asked the Institute of Medicine (IOM) to carry out a study to 

“identify financial strategies designed to achieve an appropriate balance of roles and responsibilities in the public and private health sectors, integrate federal and state roles in supporting the purchase and administration of recommended vaccines for vulnerable populations, and develop a framework for identifying pricing strategies that can contribute to achieving current and future national immunization goals for children and adults.” 

In response to the charge, IOM formed a committee that issued its report in autumn of 2003 (Institute of Medicine Committee on the Evaluation of Vaccine Purchase Financing in the United States.  Financing vaccines in the 21st century:  assuring access and availability.  Washington, National Academy Press, 2003).  This presentation will summarize the report of the IOM Committee and then describe the response and follow-up to the report.

Conclusions of the IOM Committee
1. “Current public and private financing strategies for immunization have had substantial success, especially in improving immunization rates for young children.  However, significant disparities remain in assuring access to recommended vaccines across geographic and demographic populations.

2. “Substantial increases can be expected to occur in public and private health expenditures as new vaccine products become available.  While these cost increases will be offset by the health and other social benefits associated with theses advances in vaccine development, the growing costs of vaccines will be increasingly burdensome to all health sectors.  Alternatives to current vaccine pricing and purchasing programs are required to sustain stable investment in the development of new vaccine products and attain their social benefits for all.

3. “Many young children, adolescents, and high-risk adults have no or limited insurance for recommended vaccines.  Gaps and fragmentation in insurance benefits create barriers for both vulnerable populations and clinicians that can contribute to lower immunization rates.

4. “Current government strategies for purchasing and assuring access to recommended vaccines have not addressed the relationships between the financing of vaccine purchases and the stability of the U.S. vaccine supply.  Financial incentives are necessary to protect the existing supply of vaccine products, as well as to encourage the development of new vaccine products.

5. “The vaccine recommendation process does not adequately incorporate consideration of a vaccine’s price and societal benefits.”

The Committee identified two overall goals of financing strategies – assuring access to recommended vaccines and sustaining the availability of vaccines in the future.  Specific goals for the funding strategy were to:

· Eliminate individual financial barriers to immunization

· Increase incentives to the industry to invest in research and development and production capacity

· Reduce provider burden and improve provider compensation

· Minimize fragmentation of financing and delivery

· Maintain existing community and provider relationships

· Control escalation of costs and increasing fiscal burden on state budgets.

The committee considered seven alternative approaches:

1. “Maintain the current system.

2. “Expand the VFC program to include additional eligibility categories.

3. “Provide universal coverage through federal purchase and supply of all recommended vaccines.

4. “Provide a federal block grant to the states for vaccine purchase.

5. “Use public vouchers to purchase recommended vaccines for disadvantaged populations.

6. “Create an insurance mandate that would require public and private health plans to cover all recommended vaccines.

7. “Combine features of the insurance mandate and voucher alternatives into a new funded mandate system.”

After considering the pros and cons of each alternative, the Committee made the following recommendations:

1. “The committee recommends the implementation of a new insurance mandate, combined with a government subsidy and voucher plan, for vaccines recommended by the Advisory Committee on Immunization Practices (ACIP).

2. “The Secretary of the Department of Health and Human Services should propose changes in the procedures and membership of ACIP so that its recommendations can associate vaccine coverage decisions with societal benefits and costs, including consideration of the impact of the price of a vaccine on recommendations for its use.”   [The price of a vaccine would be set in advance of its development based on its estimated societal value.]

3. “As part of the implementation of recommendations 1 and 2, the National Vaccine Program Office should convene a series of stakeholder deliberations on the administrative, technical, and legislative issues associated with a shift from vaccine purchase to a vaccine mandate, subsidy, and voucher finance strategy.  In addition, the Centers for Disease Control and Prevention (CDC) should sponsor a postimplementation evaluation study (in 5 years, for example).  CDC should also initiate a research program aimed at improving the measurement of the societal value of vaccines, addressing methodological challenges, and providing a basis for comparing the impact of different measurement approaches in achieving national immunization goals.”

The response to the Committee’s report has included editorials in the New York Times (generally favorable) and the Wall Street Journal (dubious).  A briefing was held at the American Enterprise Institute at which reservations were expressed about the Committee’s recommendations.  The Winter Forum of the National Partnership for Immunization discussed the report at some length and also raised questions about the recommendations.  The past president of the American Academy of Pediatrics (AAP) wrote an editorial comment in Pediatrics discussing the issues.  The American College of Preventive Medicine has issued a policy statement endorsing the recommendations of the IOM Committee.

The National Vaccine Program Office (NVPO) and the National Vaccine Advisory Committee (NVAC) conducted a series of stakeholder interviews in late September-early October, 2003, after the release of the Executive Summary of the report but before the final printed version was released.  Bruce Gellin (NVPO), Alan Hinman (NVAC), and Nicole Smith (NIP) conducted informal telephonic interviews that were not for attribution.  Stakeholders interviewed included representatives of vaccine companies (Aventis, Baxter, Chiron, GlaxoSmithKline, Merck, Wyeth), federal government agencies (Centers for Medicare and Medicaid Services, Health Resources and Services Administration), public health agency organizations (Association of Immunization Managers, Association of State and Territorial Health Officials, National Association of County and City Health Officials), provider organizations (American Academy of Family Physicians, American Academy of Pediatrics, American College of Physicians), and payers/insurers (American Association of Health Plans).  

Given that the full report had not yet been published, the results of the interviews should be considered initial reactions, rather than formal positions.  The following summary of stakeholders’ initial overall reactions was presented to the National Vaccine Advisory Committee at its meeting October 7-8, 2003.

There was universal commendation to IOM for highlighting the value of vaccines; highlighting the need to vaccinate adults as well as children; attempting to ensure access to vaccines by all children; and identifying factors contributing to instability in vaccine research, development, production, and supply.

Stakeholders observed that the recommendations proposed such sweeping changes they were still considering the implications.  The report (in its pre-publication format) did not make clear its relationship to the IOM 2001 report “Calling the Shots” and therefore it is not clear what the future role of public health agencies would be [this was addressed in the final publication].  The report was also not clear on whether its recommendations would apply to all adults or only high-risk adults.

Stakeholders felt the report insufficiently acknowledged the achievements and strengths of the current system.  They also felt the report insufficiently identified non-price factors responsible for the reduction in the number of manufacturers, for example, mergers, manufacturing problems, and the regulatory environment.  They questioned whether the situation was really as desperate as described.

With respect to the recommendation for a mandate, combined with subsidies and vouchers, stakeholders were unconvinced that this would provide incentives to manufacturers.  They observed that carrying out the recommendations would require major legislative changes at national and state levels.  The recommended changes would require many things to happen at the same time and stakeholders questioned how likely this is in the current political/economic climate, in which mandate, subsidy, and voucher are not popular words.  

They questioned whether there were successful models of how and whether this approach would work.  In addition, they asked how the system would work, who would oversee the whole thing, how much it would cost, what would be the administrative/financial burden on the practitioner, how to ensure comparable coverage in different states (e.g., Medicaid coverage varies among states), and how to maintain the close public health-practitioner contacts fostered by VFC.

Stakeholders observed that merely providing financing was unlikely to raise adult immunization levels markedly.  They questioned whether the subsidy wouldn’t be subject to the same uncertainty of appropriations as 317 funds are and also questioned what would happen for vaccines without “substantial spillover effects” (herd immunity).  

With respect to calculating the societal benefit of a vaccine, stakeholders questioned who would establish the standard for analysis; whether this approach would adversely affect manufacturers’ research and development efforts; whether the results would be accurate, given the long lead time for vaccine research and development and the imponderables such as number of doses required; whether this approach would just establish a new means of price-fixing; and whether there were successful models of how and whether this approach would work.

The recommendation regarding composition and role of the ACIP drew mixed reactions.  Some thought the additional perspectives would be useful and others thought the ACIP should retain its scientific role and another body should make the economic analyses and decisions.

Provisional conclusions from the interviews are that: 

· There is a need to assure access to vaccines for all children and adults; coverage is still sub-optimal, particularly in adults; and sufficient incentives should exist so manufacturers will continue to develop and produce vaccines.  However, there is skepticism that the recommended approaches will provide those incentives or improve immunization levels in children and adult.

· There is concern about undertaking a dramatic shift from the present system to an unproven new system; concern about the lack of detail about how the proposed new system would operate; and concern about the cost of the new system.  Stakeholders questioned whether the system was sufficiently broken to require this level of “fix.”

· Improvements in the current system might go a long way to achieving the goals.  These might include expanding VFC to all underinsured children in all settings; removing price caps; giving providers choice of vaccines; regulatory harmonization; and encouraging the expansion of health plan benefits.

NVAC formed a work group (which I chair) to carry out further analysis of the IOM report.  The workgroup contains members of NVAC as well as others, including representatives of vaccine manufacturers. The next step in the NVPO/NVAC assessment of the IOM report is to convene a public meeting in Washington DC June 28-29, 2004, with multiple stakeholders.  Stakeholders will be asked their views of the pros and cons of the options considered by IOM; whether there are additional options that should be considered; and which option they support and why.  The NVAC workgroup will make its report back to NVAC at the NVAC meeting October 5-6, 2004.  Further details about the NVAC Vaccine Financing Meeting will be posted at www.hhs.gov/nvpo.
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