DEPARTMENT OF HEALTH AND HUMAN SERVICES
National Institutes of health
National Institute of Environmental Health Sciences

Thimerosal Exposure in Pediatric Vaccines

Director, NIH

October 2006



National Institutes of Health
National Institute of Environmental Health Sciences
Thimerosal Exposure in Pediatric VVaccines

Table of Contents

Appendix: Report of the Expert Panel

1. EXECULIVE SUMMANY ... .uininitetie et e e ee e e eeenans

2. Background ..................
3. Report of the Expert Panel
4. Participants



Thimerosal Exposure in Pediatric VVaccines
Introduction

In its report on the Fiscal Year 2006 budget for the Department of Health
and Human Services, the Committee on Appropriations stated:

“The conferees urge NIEHS to work with CDC and expert
independent researchers on research that could identify or rule out
any association between thimerosal exposure in pediatric vaccines
and increased rates of autism. The conferees believe that the
Vaccine Safety Datalink (VSD), a CDC-constructed database that
follows 7 million immunized children from 1990 to present, could
be helpful in the research, especially regarding pre-2001 VSD data
and post-2000 VSD data, since thimerosal was removed from most
childhood vaccines in 2001. The conferees urge NIEHS and CDC
to organize a workshop by May 2006 to explore the research
possibilities and scientific feasibility of such a study and report
back to the House and Senate Appropriations Committees soon
after.” (House report No. 109-337, page 75)

The following report has been prepared by the National Institutes of
Health (NIH) of the Department of Health and Human Services in
response to this request.

Accomplishments

The National Institute of Environmental Health Sciences (NIEHS) in
cooperation with other relevant NIH Institutes worked with the Centers for
Disease Control (CDC) to convene an expert panel on May 4, 2006 in
Research Triangle Park, North Carolina to review the use of the CDC-
supported Vaccine Safety Datalink (VSD) to address questions about
changes in autism rates and their potential association with thimerosal
exposure through childhood vaccination. Invited participants included
external scientists with expertise in autism clinical and epidemiologic
research, biostatistics, toxicology, and risk assessment. Also included
were representatives from major autism advocacy organizations.



The group focused on identifying the strengths and limitations of the VSD,
particularly with regard to longitudinal data analysis. Several ongoing
CDC studies that draw on the VSD were reviewed and the feasibility of
conducting additional studies with the VSD was considered, including
consideration of a new ecologic study to compare autistic disorder/autism
spectrum disorder (AD/ASD) rates before and after thimerosal removal
from US vaccinations. Design, analysis, implementation and monitoring
issues of such a study were explored.

The group also discussed how existing data from basic research studies of
thimerosal might inform any additional VVSD studies that seek to address
the potential linkage between thimerosal and autism.

The Report of the Expert Panel stated that “The panel identified several
serious problems that were judged to reduce the usefulness of an ecologic
study design using the VVSD to address the potential association between
thimerosal and the risk of AD/ASD. These included uncertainties in case
ascertainment, heterogeneity of business practices within and across
MCOs and their systematic changes over time, misclassification of
exposure status using comparisons of before vs. after removal of
thimerosal from most childhood vaccines, and the inability to control for
temporal changes in awareness, diagnostic practices and potential
confounding factors. In light of the cumulative effect of these limitations,
the panel reached consensus that an analysis comparing the rates of
AD/ASD in the VSD over the time period before, during and after the
removal of thimerosal from most childhood vaccines would be
uninformative and potentially misleading.” The panel recommended that
these gaps be addressed prior to any consideration of further studies of
autism and thimerosal using the VSD.

The panel also recommended that the AD/ASD advocacy community
participate meaningfully in all aspects of any future VSD study of autism,
including design, analysis and interpretation to dispel the perception by
some members of the public and the advocacy community that previous
VSD analyses have not been conducted in an open manner.



NIEHS continues to support research to explore environmental etiologies
of autism that is being conducted at the University of California at Davis
through the Centers for Children’s Environmental Health and Disease
Prevention program. The NIEHS also contributes to many joint initiatives
and activities sponsored by the NIH Autism Coordinating Committee. In
addition, on July 31, 2006, the NIEHS awarded an exploratory grant to
Johns Hopkins University to develop sensitive methods to measure
individual differences in the effects of mercury on immune cells, with the
goal of testing the hypothesis that individuals with autism are more
susceptible to mercury-induced immunotoxicity.

The report of the expert panel is appended.








