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dinating Center, the other €ilnical Centerd,
and NIEHS staff, the Clinical Center shall participate in the design of
the trial protocol, and then recruit, evaluate, treat and follow-up
patients according to trial protocol. The Clinical Center shall provide
data to the Coordinating Center, and monirtocr for efficacy and adverse
effecta. The Clinical Center shall participate in the randorization
aceording to trial protocoel and document that randomization has occurred
aceording to assignment; and collect, moniter and edit data. The
Clinical Center principal investigator (P1) shall participate, along
with the other Clipical Center Pls, the Coordinating Center PI, and
NIFES program staff, in the final analyses and write-up of the studles.

In cooperation with the Coor

For purposes of plamning tha study, the Clinical
Center shall provide to the Steering Commirtee the source population
from which the Clinical Center will draw patients eligible for the
trial, including numbers, ages, racial compositfon, and rsgular sources
of health care, -For all Centers combined, NIEHS estimates that
evaluating the drug treatment for an effect of 3 developmental guotlent
polnts will require that the trial have 786 evaluable children with
complaete data at an absolute minimum; each Clinical Center shall
recruit enpugh children seo that on the order of 333 children per center
are randomized. Stratified or blocked sampling may be desirable.

Patient populaticm:

Recrultment: For purposes of planning the study, the Clinical Center
shall provide to the Steering Committee a deseription of any previous
efforts at recruiting patients Into clinical studies at the Institutlon,
and plans for recyuitment imto this one. If referred patients are to be
the source, then the referral sources shall be discussed and the rates

of referral sstimated.

1f the Clinical Center must screem their population (or otherwise deal
with children who have ne {nformation on recent blood lead levels) then
it the Clinical Center shall provide blood lead analyses in support of
the screening program; however, the blood lead level determination that
actually determines elfgibility will be performed centrally for the

study {see Laboratery section below.)

Eligibility: Children eligible for the rrial should be ahout tw. yedIs
old and have blood lszad levels between sbout 20 and 45 pg/dl at the time
of randomization, i.e., on at laast two occasions and after iron
deficiency is treared. (See women and minoricy recruitment below.}

Data collectlon schedulesf The Clinical Center shall schedule and see

the children according to trial protocol,

gource identiflcation and clean-up: The Clinical Cenker will gvaluate
and clean-up the children's homes and other sites as n ggﬁﬁﬁﬁy according’
to trial protocol. The Clinical Center shall identifyrlead sources in
the child's envirenment and decrease the exposure in those who need [C.
1f eclean-up efforts invelve other institutions, such as health
departments, then the Clinical Center shall coordinata plans for working
with them. Eaeh Clinical Gentex shall be responsible for praparing lts
own clean up efforts,; in consultation with the Clean-up Subcommittes,
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