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Foreword

Vaccines are among the greatest public health accomplishments of the past
century. In recent years, however, a number of concerns have been raised about
both the safety of and the need for certain immunizations. Indeed, immunization
safety is a contentious area of public health policy, with discourse around it
having become increasingly polarized and exceedingly difficult. The numerous
controversies and allegations surrounding immunization safety signify an erosion
of public trust in those responsible for vaccine research, development, licensure,
scheduling, and policymaking. Because vaccines are so widely used—and be-
cause state laws require that children be vaccinated to enter daycare and school,
in part to protect others—immunization safety concerns should be vigorously
pursued in order to restore this trust. :

Tt is in this context that the Institute of Medicine (IOM) was approached over
three years ago by the Centers for Disease Control and Prevention and the Na-
tional Institutes of Health to convene an independent committee that could pro-
vide timely and objective assistance to the Department of Health and Human
Services in reviewing emerging immunization safety concerns.

The IOM was chartered by the National Academy of Sciences in 1970 to
serve as an adviser to the federal government on issues affecting the public’s
health, as well as to act independently in identifying important issues of medical
care, research, and education. The IOM thus brings to this mission three decades
of experience in conducting independent analyses of significant public health
policy issues. In particular, as described in more detail in this report, the IOM has
a long history of involvement in vaccine safety. The IOM published its first major
vaccine safety report in 1977, followed by a subsequent report in 1988; both

ix

Copyright © National Academy of Sciences. All rights reserved.
This executive summary plus thousands more available at http://iwww.nap.edu



Immunization Safety Review: Vaccines and Autism
http://books.nap.edu/catalog/10997.htmi

X FOREWORD

focused on the safety of polio vaccines. Two subsequent major reports, published
in 1991 and 1994, examined the adverse effects of childhood vaccines. Since
then, the IOM has conducted several smaller studies and workshops focused on
various vaccine safety topics. These studies were well received by both the public
and policymakers, and previons IOM committees on vaccine safety issues have
been viewed as objective and credible.

Given the sensitive nature of the present immunization safety review study,
the IOM felt it was especially critical to establish strict criteria for committee
membership. These criteria prevented participation by anyone with financial ties
to vaccine manufacturers or their parent companies, or who had given expert
testimony on issues of vaccine safety.

The rationale for imposing these stringent criteria was twofold. First, given
growing public concern about vaccine safety and the public scrutiny surrounding
this committee’s work, it was important to establish standards that would pre-
clude any real or perceived conflict of interest or bias on the part of the committee
members. No member has any vested interest in any of the vaccine safety ques-
tions that will come before the committee. Second, the IOM wanted to ensure that
no committee member had participated in the development or evaluation of a
vaccine under study.

Thus, the IOM has convened a distinguished panel of 13 members who are
experts in a number of pertinent fields, including pediatrics, neurology, immunol-
ogy, internal medicine, infectious diseases, genetics, epidemiology, biostatistics,
risk perception and communication, decision analysis, public health, nursing, and
ethics. The committee members were chosen because they are leading authorities
in their respective fields, are well respected by their colleagues, and have no
conflicts of interest. This committee brought a fresh perspective to these critically
important issues and approached its charge with impartiality and scientific rigor.

As with all reports from the IOM, the committee’s work was reviewed by an
independent panel of experts. The purpose of the review process is to enhance the
clarity, cogency, and accuracy of the final report and to ensure that the authors
and the IOM are creditably represented by the report published in their names.
The report review process is overseen by the National Research Council’s (NRC)
Report Review Committee (RRC), comprising approximately 30 members of the
National Academy of Sciences, National Academy of Engineering, and IOM. A
select panel of reviewers with a diverse set of perspectives are asked to critique
the report. Unlike the selection criteria for committee membership, many review-
ers will have strong opinions and interests related to the report topic. The compo-
sition of the review panel is not disclosed to the committee until after the report is
approved for release. While the committee must consider and evaluate all com-
ments from reviewers, it is not obligated to change its report in response to the
reviewers’ comments. The committee must, however, justify its responses to the
reviewers’ comments to the satisfaction of the RRC’s review monitor and the
IOM’s review coordinator. A report may not be released to the sponsors or the
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public, nor may its findings be disclosed, until after the review process has been
satisfactorily completed and all authors have approved the revised draft.

This report represents the unanimous conclusions and recommendations of
that dedicated committee whose members deliberated a critical health issue. I am
grateful to the committee and its able staff for their efforts on behalf of the
public’s health.

Harvey V. Fineberg
President, Institute of Medicine
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