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The Johns Hopkins Medical Institutions

{The Johns Hopkins Hospital .
i The Francis Scott Key Medical Center, etc.) Y o
Tite of Research ProfeisTra atmant of Lead-Expesed Children e 1D, Pt

A{TLC) Trial Enroliment

Explanatton of Research Projct 1o Suh;a:z_ _
Your child has been exposed to a moderate amount of lead. This amount of lead does
not make your child sick, but it may be enough to harm your child's development,

thinking and learning as they gst older. Children get exposed fo lead mostly from dust
and chipped paint in their homes. It is important to keep lead dust and chipped paint
away from children. We do not know if giving a child medicine to get rid of some of the
lead in her/his body will keep the lead from harming her/him. We do know that
medicines that take lead out of the body have side effects, like all medicines.

Your child is eligible for our study, which is called the Treatment of Lead-Exposed
- Children study, or TLC for short. Children will be in this study for 3 years. There is no
‘charge for the study. We want to see whether a medicine prevents lead in children's
bodies from harming them as they grow older, This medicine Is calied succimer, and it
gets rid of some of the lead in children's bodies. it is now used for children wha have

more lead in their bodies than your child has. :

. ‘All children in the TLC study will have their homes repaired and/or cleaned to get rid of
lead dust and chipped paint, will get vitamins and minerals, will get regular check ups
and blood tests, and will get tests of their thinking, learing and development. The.
parent or parents, usually the mother, will also have a short intelligence quotient (IQ)
test, which is a test of their thinking and reasoning skills, but will not get check-ups or

blood tests.
Halif the children in the TLC study will get capsules that have succimer in them. The
other half of the children in this study will get capsules that ook the same, but have no
succimer in them. - :
Now that we know that your child is eligible, we are asking your pémiission for her/him
to be in the treatment part of the study. Participation is completely voluntary. if you
agree to participate, then this is what will happen:

1. Medicine and medicine diaries: We will give you enough dapsuies fo give
to your child for 26 days, Taking capsules for 26 days is called a course of therapy, or . .
just a course. Since the capsules are too big for'your child to take, we will show you
how to open them and sprinkie the beads of medicine that are inside into some food or
drink. We will give youa diary and ask you or someong else (relative or babysitter) fo

write down each day when you have given the capsule, and whether your child is sick.
Some people find the capsules smelly; this does not mean that they are spoiled or that

fhey will make your child sick.
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ed in this study, succimer, is now used for children with more: %
ara giving a higher total dose v,

. The medicine us ;
Jead in their bodies than your child has. In this study, we
jood fead levels because we

of succimer than is used in treating children with higher b !
are giving succimer for 3 week longer than it s given 1o such children. We are doing this
pecause we have to get enough lead cut of your child's body 10 make z difference.
Many children have o {ake more than cne courss of succime{to get enough lead out of
their bodies. We think that ussing succimer the way wé ars using it will cut down the
pumber of children who need more than one course. Children will not get study
capsules for jonger than three courses. e P L

Half the children in this study will get capsules that have suceimer in them. Succimer
should remove some of the lead from children's badies, but m3ay have some side
effects. Side effects from succimer happen in about to 10% of children. The most
common side effects are rashes, upset stomach, changes in blood tests that measure
how children’s livers aré working, lower numbers of white cells (the cells that fight
infection) in the children's hiaod, and lawer numbers of platelsts (the cells that help
hload clot) in the childref’s blood. checking your child for
these side effects. We will ask you about &y liness that your child has had when you

i o 1aok for side effecis with biocd tests. Sofar, there have been
side effects with succimer, and they have gone away when the succimer was '
stopped. Fe had to stop succimer because of side effects. f your child
has severe side effects, we wmsfopthe medicine. Tt S
The other half of the children in this study wil get capsules that lock exactly the sama,
including the beads inside, but have na succimer. These capsules will not remove lead
from children's bodies, and have G adEeffed& e SeEE ‘

Since we do not know " war it is better for children fike yOUIS to get suctimer of not,
we will put the children into #1858 two groups at random, Ifke tossing a coin. You and
the TLC doctor who takes care of your child will never know which group your child is in.
il be amﬂ'lerdadprﬁmedﬁjﬂcm does know what

& ..
o T

in case of problems, there Wi
group your child is in and wil i2ke the necessary actions. ;- 5
fus ﬁmdﬁdm%mawﬁdwmm ess while
g us. We also

it is important that you tel 1

taking the capsules, and we will give you phone nu _

ask you to write down in a medicine dary lfyom_'dn‘ldgﬂtssid‘wiﬂiamld orather
iilness while taking the TLG capsules. It is also important to tell us i your child is taking

othier medicines while they are taking capsules. A dacior fram the TLC study will

help take care of any immediate FEcE - T

We will ask you to come back 4 the linic in ona.wesk 2fier your child starts taking
capsules and we will check your childand do 3 bidod test for lead and for any side
effects. The blood is usually taken with a needie from the vein in the child's arm, and the

e O
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amount is between ane and three teaspoons. The needle stick usually hurts, and
sometimes leaves a bruise. To minimize this only experienced persorne! will draw
biood. We will look at the medicine diary with you to see how many of the capsules

your child took, and we will ask you if your child was sick.

We will ask you to come back to the clinic again one month from now, and have the
same things done. If the lead in your child's body has not gone down enough, then we
will ask you to come back to clinic and give you enough capsules for another 26 day
course to give 1o your child. We think that about half to three quarters of the children in
the study will get a second course. The chance will be the same whether your child got
the capsules with succimer or the capsules without. {f your child gets a second course,
then we will ask you o come in for blood tests and a check up at one week and one
month after the course starts, and to keep a medicine diary, the same as the first
course. A few children, about 10%, who still have too much lead will get a third course

of capsules; which will be the same as the first two COLISES.

2. Blood lead results: -You and the TLC doctor {aking ‘care of your child will
not know the results of the bload lead tests done during the first six months after your
child starts taking capsules, but another doctor will know in case there is a problem. If

ur child s still taking capsules after six manths, then you will not know the resuits of
daone during treatment, and for three months. after your child is

yo
have the blood lead results after these treatment -

the blood lead tests

finished taking capsules, You may

periods if you want them. ‘
3. Foliowup visits and vifamins: Once your child finishes taking the capsules,

we will ask you to come back about every three to four months for a bioed lead test until

in the. study for about three years. We will give you vitamins at these

d ask that you give one to your child every day. You will not.

you have been
mportant for your child fo take the

~ clinic checkup visits, an
_need to kesp a diary anymore, but we think it is i

vitamins every day.

, 4, Thinking, reasoning, and development tests: We will test your child's
thinking, reasoning and development three fimes: at six months, 18 months, and three

years after he/she begins taking the capsules. These tests take about 2 hours or less in

the younger children, and about 2 hours and 30 minutes in the oldast children. The tests

have the child piay with toys and mazes and solve simple problems. Mast children
they have to be feeling well to do them. Sometimes the tests

enjoy these tests, but
have to be re-scheduled if your child is sick or not feeling well.
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After one vear in the study, we will give a parent, usually the mother, a short version of

an 1Q test, which ;hvolves reading and solving problems and takes about 45 minutes.
We will also ask the parent questions about the child's behavior. There are no risks

from any of these tests.
- Damage at home or moving to a different home: It is important for you to
tell us if you move, or if a plumbing leak or anything else damages the walls or ceilings
in your home, because we will need to come out and inspect and clean up.as we did at
the beginning of the study. If the doctor who sees the results of the blood lead tests
finds that the amount of lead in your child's blood has gone up too much, we may want
to come and inspect or clean your home again. Very rarely, a child's biood lead lavel

might go up so high during the study that they might recelve additional treatment
- outside of the study. If this happens, the child will get the usuai care for children with
higher lead Jevels, which may include succimer. We will refer your child for proper care.

study will not pay for or provide that care.

Ever if youi agree now to do these things, you can stap any time for any reason. If you
do stbp, it will not change the regular medica! care of your child, or change any other
benefi ts outside the TLC study that your family gets. Even if you stop being in the study
in-the early part, we will still invite you to come in fater for the blood tests and the tests

of your child's thinking, reasomng and development. .

Regular medical care for children like yours includes blood tests for lead. The Baltamcre
City Health Department is responsible for inspecting homes of children whose blood ‘
tests show that they have too much iead exposure. The results of your chiid's blood

lead tests have been/will be reported to them. All of the inspections and clean-ups in

the study are additions to what the city would do and the city's actxons will not be

changed.
Children with amounts of lead in their 7bcdles like ydur child's usually dc not get
medicine o help them get rid of the lead. Succimer is not recommended for children
with amounts of Jead in their bodies like yours unless they are in a study. Succimer has
been approved for treatmg children who have more lead in their bodies than your chfld

does. - ‘
The results of the study will help other cﬁ:idren bez;ause better decisions will be made
aboust their treatment. Your child will not benefit dirsctly from the study’s resuits,

because they will not be ready in fime to help us in treating your child. The benefi ts to

your child are:
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tests show that they have too much Iead expasure Tha resuits of your ch:fd s blood
lead tests have been/will be reported to them. Whafever thé caty dces will not be

changec! if ycur child. i is eligible for this siudy. or zf you dec:de o be m the TLC study,

Not every child wzﬂ be ehgib!e for the TLC study Most cf the t:me we can teﬂ if a child
is eligible by the second clinic appomtment in about one mnnth but sometrmes it will
take longer. if your child is eligible, then we wili ask fcr your cansent agam before your

child is given medzcme We will giveyou a ccpy of the consent fonn for the treatment

part of the study io take home with you today

The resulis of the TLC study w:ﬂ heip doctors know how to !reat other children hke yours
who have been exposed to lead. Your chi!d will not benefit dlrecﬁy from the TLC study's

resuits, because the results will not be ready intime to he!p treai yaur chlld
The benefits to your phfld of letting us find ohfif th%y are élig%b]'e for {f;e TLC study are

théf:

.1 d’-\"‘

about ways fo reiomte your famﬁy to housmg that i is imawn tc be lead safe -

»‘-,m_wﬁjz-—" IR el

We will cIean-up the Iead if it Iooks 1'%(& yaur ‘child and hause are ehgfbfe

e YT E > T Lo -r

if your house doesn't quaﬁfy, we wﬂ! nﬁer you any_ mfcnnaﬁon we have

We will give you v;tamms and mmerals for your :';'h
i SR

' We will have a doctor axamme ycur chﬂd. _
We will check the amount of lead irf n yotr chncrs body caremﬂy B

Q.DDQ
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- Ifyou sign thisform,i  are willing to join the research projd escribed to you on the other side f

. this page. Your doctors, or the investigators, did explain the other kinds of treatment that are available tg

You and to others. You should ask the principal investigator listed below any Questions you may have aboyt
this research study. You may ask him/her questions in the future if you do not understand something that js .

* being done. The investigators (or doctors) will share with you any new findings that may develop while yoy
are participating in this study, _ -

The records from this research study will be kept confidential and will not be given to anyone who js

not helping on this study, unless you agree to have the records given out. If the study uses a new drug or

device that is under the jurisdiction of the Food and Drug Administration (FDA), the FDA governmeny

officials may look at the refevant part of your medical records as part of their Job to review new drug and

device studies.
if you want to tak to anyone about this research study because you think you have not been treated
the study, or you have any other questions about the study,

- fairly, or think you have been hurt by joining
you should call the principal investigator, Dr. JIolulian Chisolm- , at

550 9035 , or call the Office of the Joint Committee on Clinical Investigation at 955-3008 or call The
Francis Scott Key Medical Center Institutional Review Board for Human Research at 550-1853. Either the
Investigator or the people in the Committee office or IRB office will answer your questions and/or help youy
to find medical care for an injury you feel you have suffered. The Johns Hopkins University, The Johns
Hopkins Hospital, The Francis Scatt Key Medical Center, Kemmedy Krieger Instirure ~and the Federa]
Government do not have any program to provide compensation to you if you experience injury or cther bad
effects which are not the fault of the investigators. - L

You may withdraw from the research study at any time. Even if vou do not want fo join the study, or

if you withdraw from it, you will still have the same quality of medical care available to vou at Johns Hopking

or the Francis Scott Key MedicaI‘Center.
If you agree to join this study, please sign vour name below.

NOT VALID WITHOUT THE
‘COMMITTEE OR IRB STAMP \ oy r—r—. :
OF CERTIFICATION. Oncluding chidren, when applicable}

Signanre of Parent or % fwhen applicable)

R

: \Gﬁm m

' %u, A
. - Daiz (/ o -
VOID ONE YEAR FROM ABOVE DATE "Optiandl uslass subjoct e Dlierass, or exshie ta slgn. : '

RPNNO._43. - 14. ¢} - .

LWJTE: Signed coples of this consent form musst be a) retalned on file by the Principal Investigator: b} deposited In the
patient’s medical record; and ¢) given to the patient.



