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ive years
FExceptional Magazine

requested that I provide an account
of a day in the life of the National
Children’s Study, an ambitious study by
the federal government, the aim of which
is to find out how our environment affects
child health and development. Now, five
years later, I'm excited to provide follow-
up - as we’ve come so far during this time.

To provide background for readers who
may not have read the first article, some
of the following is adapted from the July
2004 article. The National Children’s
Study, conceived in 1998 by the
President’s Task Force on Environmental
Health Risks and Safety Risks to Children,
was authorized by Congress in the
Children’s Health Act of 2000. The Study
plans to follow 100,000 children from
many locations across the United States,
from before birth, through pregnancy, to
age 21. We plan to measure numerous
environmental influences (exposures) and
numerous health conditions (outcomes),
to discover which exposures influence
health and developmental outcomes. The
Study’s ultimate goal is to enable healthi-
er, safer, happier lives for children and
their families.

The National Children’s Study defines
environment very broadly, to include the
biological, chemical, physical and psy-
chosocial-cultural environments. As an
example of the biological environment,
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there are concerns that during pregnancy,
a mother’s diet or certain other exposures
in the unborn baby’s environment may
predispose the child to developmental or
physical disabilities which may become
evident during childhood or even later in
life. The Study plans to look as well at the
influence of the physical environment
such as differences in neighborhoods,
housing, and climate. We also plan to
study psychosocial-cultural influences
such as family and community structure
and behaviors, economic status and
media exposure. And last but not least, we
plan to study the chemical environment:
whether exposure to certain chemicals
either before birth, or during early life,
causes problems with child health and
development. In addition to looking at
direct effects of the environment, we plan
to assess the way in which the environ-
ment affects how our genes express
themselves. It may be that two people
inherit similar genes which predispose
them to various problems, but just one of
those persons is exposed to “triggers” in
the environment which enable those
genes to express themselves and actually
cause those health problems to appear.
The National Children’s Study is designed
to find out just what those “triggers” are,
and how we can avoid or influence them
for a better outcome. We hope to discov-
er not just the harmful factors which
cause ill health, but also the protective or

helpful factors which enable some indi-
viduals to be more resistant or resilient
than others. The data should provide
answers to assist healthcare providers in
improving healthcare delivery, and also
help policy makers take appropriate
action to avoid negative environmental
impacts on child health and development.

That brings us to ANOTHER Day in the
Life of the National Children's Study.
Planning and implementation of the
National Children’s Study has seen great
progress during the past 5 years. In
January 2009 we started recruiting partici-
pants for the pilot phase of the Study, test-
ing the protocol, the plan that determines
how to collect data, in the seven Vanguard
locations—Orange County, CA; Duplin
County, NC; Queens County, NY;
Montgomery County, PA; Salt Lake County,
UT, Waukesha County, WI; Lincoln,
Pipestone, and Yellow Medicine Counties,
MN; and Brookings County, SD. This is
called the Vanguard pilot phase. Given the
expected “bumps in the road,” the chal-
lenges of starting new procedures in sever-
al very diverse locations, enrollment and
initial data collection are proceeding well,
a tribute to the strong partnerships form-
ing the infrastructure of this great Study.
Results of the pilot study will be used to
frame proposals for the Main Study.

The Eunice Kennedy Shriver National
Institute of Child Health and Human



Development (NICHD)/NIH is the lead fed-
eral agency for this project, working in
close collaboration with the Centers for

Disease Control and Prevention, the
United States Environmental Protection
Agency and the National Institute of
Environmental Health Sciences. The
Program Office (the main site of the Study
planning) has expanded its staff and
moved forward in many arenas. Thirty-six
Study Centers have been activated across
the nation, to oversee and collect data for
the already awarded 72 Study Locations.
Program Office staff lead and work with
their respective Study Centers in fulfilling
these complex contracts. Numerous
Working Teams, led by Program Office sci-
entists and including scientists from the
various Study Centers, are refining and
developing the protocol as the Study
moves forward. Operational aspects of this
complex Study will largely be carried out
by a Data Coordinating Center.

The protocol has been drafted for the
Vanguard pilot phase for the period of
pregnancy through the first 2 years of life.
Because of the length of this Study and
the changing science as time goes on, the
protocol will be developed sequentially
for a few years at a time. Policies and pro-
cedures have been developed regarding
researcher and community access to the
data and confidentiality of the data, an
important function to assure privacy,
security and confidentiality of the data

which will be collected. A bioethicist leads
the way in addressing the challenging eth-
ical issues which arise with a study of this
breadth and depth. Adjunct studies are
expected to significantly enhance the
NCS, by enabling Study Centers and other
investigators to leverage on the NCS with
modular, focused research which may be
on a topic of their scientific expertise or
one of community interest. Our Lab-
oratory Medical Officer and environmen-
tal scientists lead the development of con-
tracts and plans regarding the collection,
storage and analysis of bio-specimens and
environmental samples. Our geneticist
contributes to those aspects of the study
which pertain to gene expression under
the influence of the various environmen-
tal exposures. Various staff members
focus on such areas as health disparities,
neurodevelopment, community engage-
ment, and communications and outreach.
The latter is of the utmost importance in a
study which proposes to recruit such a
large number of diverse participants, and
then retain them throughout the entire
period of childhood. Many Study Centers
have engaged and gotten ideas from their
local community members to help them
plan the study in their specific locations.
The Information Management Systems, or
computer systems that will manage the
data and the logistics of the study, are con-
tinuously being developed and refined, in
order to collect, manage, and link the

enormous amount of varied data which
we expect to collect over the years. The
Interagency Coordinating Committee,
which includes scientists from the
National Institute of Child Health and
Human Development, the Centers for
Disease Control and Prevention, the U. S.
Environmental Protection Agency, and the
National Institute of Environmental
Health Sciences continue their oversight
to assure that the mission of the NCS is
adhered to during this complex planning
process. A Federal Advisory Committee
provides advice and recommendations
regarding many aspects of the Study. A
Federal Consortium meets every few years
to continue engagement of leaders in var-
ious government agencies whose work
interfaces with the broad areas of the NCS.
A typical day involves hammering out
the specific scientific, administrative, and
operational efforts needed to develop and
implement such a large, far-reaching
study. Our staff is continuously giving
presentations at meetings of various pro-
fessional organizations, research advoca-
cy organizations, and other government
agencies. Many such organizations are
excited about the opportunity to collabo-
rate with us over the course of the Study.
Our staff who manage the various Study
Locations also perform site visits to their
Locations in order to provide assistance as
well as oversight of the ongoing activities.
continued on page 42
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continued from page 41

We are designing and refining such
aspects of the Study as: which specific
developmental evaluations to perform,
which bio-specimens and environmental
samples to collect, which analyses to do,
what questions to ask in interviews and
questionnaires, how much time can we
utilize with participants in order to not
produce excessive burden, how to obtain
appropriate informed consent and get
approval from the various Institutional
Review Boards at the facilities around the
country where the data is to be collected,
and so many more interesting challenges.

So, what does the National Children’s
Study mean to you (the readers of
Exceptional Parent magazine) and your
family? We all want the best life possible,
especially for our children, our grandchil-
dren and their children. We all know peo-
ple with health or developmental prob-
lems, be they physical, mental or behav-
ioral. We continue to hear about unfortu-
nate outcomes of pregnancy, such as birth

The National Children's Study

defects... and of conditions which appear
to be increasing in frequency, such as
asthma, obesity and type II diabetes,
which used to be called “adult-onset dia-
betes,” but is now frequently seen in
teenagers. There are so many concerns
about what is bad for one’s health or what
caused a bad outcome in a particular pet-
son. There is so much we don’t fully
understand... the environmental causes,
the genetic factors, how the two interact,
conditions which cause much suffering
and financial burden to families and to
society.

The readership of Exceptional Parent
magazine has much to look forward to in
the progress to be made by the National
Children’s Study. As stated in the July
2004 article, we expect this extraordinary
Study to: “provide insight into such prob-
lems as: premature delivery and birth
defects; autism and learning problems;
schizophrenia, depression and other psy-
chiatric issues; injury; asthma; obesity
and physical development; and fetal influ-

ences on adult health — insight into the
causes of many of the devastating condi-
tions about which you share concern.
Most importantly, we look forward to the
Study providing insight into how we can
prevent or minimize such risks to all our
children, and grandchildren, and genera-
tions to come.” We look forward to the
National Children’s Study sharing these
insights so that healthcare providers can
improve the healthcare we provide and so
that health policy makers can make evi-
dence-based decisions to most efficiently
and effectively use our healthcare
resources. ®

To learn more about the National Children’s
Study, you may wish to visit the website at
www.NationalChildrensStudy.gov.

Marion Balsam, M.D., Research Partnerships Program
Director, National Children’s Study, Eunice Kennedy
Shriver National Institute of Child Health and Human
Development, National Institutes of Health.

Crystal Springs School

A Program of

or 508-644-3101, ext. 3375
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Institute for Developmental Disabilities, Inc.

Providing quality residential, special educa-
tion and treatment services in a professionally
caring, homelike environment since 1953.

* 45 acre campus in Southeastern Massachusetts; close to
Boston, Cape Cod, Providence and Newport, RI.

Programs for severely and profoundly multiply handicapped
children and young adults from birth - 22.

365 day programs providing 24 hour nursing availability.
Licensed by the MA Department of Early Education & Care.
Approved by the MA Department of Education.

* Member of the MA Association of Approved Private Schools.

For Information, Please Call Our Director of Admissions:

1-800-840-8087, ext. 3375

+ Age6-22

The Center for Behavior Development

+ Dual Diagnosis of Mental Iliness/
Mental Retardation

+ Severe Maladaptive Behavior

¢ Traumatic Brain Injury

+ Posttraumatic Stress Disorder

EVERGREEN CENTER

Two Programs - One Standard of Excellence

The Center for Basic Skills
+ Mental Retardation

¢ Autism

+ Sensory Impairments

¢ Medical Need

+ Age6-22

A Effective Parenting
A Teaching Methods that Work

A Autism and ABA

A non-profit organization, bringing you behavioral solutions.

www.behavior.org

vour premier online behavioral resource






