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Adolescent Assent to Participate in a Research Study

Committee # Name of Study volunteer

Alcohol, Seep, and Circadian Rhythmsin Y oung Humans
Study - Effects of Evening Ingestion of Alcohol on Sleep, Circadian Phase, and
Performance as a Function of Parental History of Alcohol Abuse/Dependence

In this sudy we are trying to find out whether there are differences in the effects of smal
or moderate doses of acohol on deep, performance, deepiness, and mood between
teenagers with parents who have had difficulties with acohol and teenagers with parents
who haven't. We are dso interested in differences between teenagers and adults. This
study lasts four weeks and includes five deepovers spent in the Sleep Research
Laboratory.

Before the study begins you and your parentsfill out some forms and answer some
questions about deep, acohol and drug use, and medica history. Y ou aso are examined
by a doctor to make sure you are hedthy.

When the study begins, you and your parents come to the deep laboratory to learn more
about what you will do in the study. Y ou and your parents complete some forms and you
get your activity monitor and diary and learn how to use them. The activity monitor isa
device tha records your activity levels. It is very amilar in Size to awristwatch and is not
very noticeable. You also give ablood sample (about 1 teaspoon) for some tests of your
liver. If you areagirl, we aso test this blood to make sure you aren't pregnant. If we
find you are pregnant, we will tell you and you will not be able to be in the sudy. We will
not tdl your parents unless you give us permisson to do so. This meeting lasts about 45
minutes.

During the next four weeks you go to bed a atime we tell you every night and get out of
bed a atimewe tdl you every morning, wear the actigraph al the time (except when it
might get wet or hit against something). Y ou must not use any nicotine products (like
cigarettes or tobacco), illega drugs, dcohal, or egt or drink anything containing caffeine
(including chocolate). Y ou must cdl the deep lab before you take any medicine (even
agpirin or antihisamines) and you cannot take naps. You fill in your diary every morning
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just after you wake up and every evening just before going to bed. Y ou wear eye shades
during the night every night. Y ou telephone the deep lab every morning and evening to
report your bedtime and risetime.

At the end of the first week you come to the deep lab during the daytime so we can
check your actigraph and diary.

At the end of the second week, you come to the deep lab and stay there overnight. You
will have amea and then have sensors called e ectrodes attached to your heed, face, and
other places on your body so that we can record the signal's coming from your brain and
body while you deep. The eectrodes are attached to your head with a gticky solution
called collodion and dried with compressed air. Other eectrodes are taped on your face,
shoulders, side, and legs. It does not hurt much to have eectrodes attached or removed.
You aso wear arecta temperature sensor overnight. We will give you one of these
sensors to take home and practice inserting at the beginning of the study so that you are
comfortable putting it in when you are in the laboratory. Y ou place the sensor about 4
inchesinto your rectum. If you have trouble inserting it, someone can help you. The
sensor does not hurt you, and after it isin ashort time you will probably not noticeit is
there. Smal pieces of tape will hold it in place and we will ask you to check that it isin
place severa times during the evening. 'Y ou aso complete some forms, give sdiva
samples, and take some short tests. Some of the tests are paper and pencil tests, some
are on the computer, and some are driving Smulation tests. Y ou give about 14 sdiva
samples during the evening by chewing on smal pieces of cotton for about one minute a a
time. You dso give a urine sample that we will test for drugs. If wefind sgnsof drugsin
your urine we will tell you but will not tel your parents unless you give us permisson. You
deep overnight in the deep lab and leave in the morning after breekfast and after the
electrodes are removed.

The next two nights you return to the deep lab for overnight sessons that are about the
same asthefirg night. On these nights you also drink 3 glasses of tonic water while you
are gtting done in your bedroom. These drinks contain either asmal or moderate dose
of dcohol. On one night you get a smal dose and on another you will get a moderate
dose but you will not know which dose you are getting. Before and after drinking the
drinks you rinse your mouth with mouthwash. 'Y ou dso bregthe into a smal machine
cdled a breathayzer severd times during the evening.

About aweek after the first three laboratory nights, you come back for 2 more overnight
sessons. These nights are very Smilar to your other overnight stays with the saliva
samplesand tests. Y ou will aso be given drinks containing alcohol on these 2 nights.
You day up alittle later on these two nights, and you may be allittle deepy on the days
after these nights.

Y ou must remain in the laboratory after consuming any dcohal until we can tdll thet your
acohal leve isback to normd. It may take up to 6 hours for thisto happen. If you
absolutely have to leave the laboratory before this time we will cal your parent to pick
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you up. You will not be alowed to drive yoursdf to or from the laboratory on nights you
receive acohal. If you cannot get aride, we will provide you with transportation by cab.

At the end of the study you have a interview sesson with a psychologist about acohol.

Y ou receive compensation for your time and effort in completing the study. Successful
completion means that you wore the actigraph, completed the dally diary, followed the
deep schedule and rules about what you couldn’t eet, drink or take, and finished the parts
of the sudy in the laboratory. For completing the study you receive $10 for the interview,
$50 for the firgt 2-week at-home monitoring, $25 each for the third and fourth week of
at-home monitoring, $350 for the overnight laboratory sessions (night 1=$60, night
2=%$65, night 3=$70, night 4=$75, night 5=$80) and a $170 bonus for completing the
whole study. Thetota amount you receive for completing al the study is $630.

If you have questions about study procedures you may call Mary Carskadon, Ph.D. a
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Thisisnot atrestment study. Participation in this study will not affect any trestment that
you are currently receiving.

Alcohol isatoxin and it is possible that you may have some ssomach discomfort and may
vomit, but thisrisk isvery dight. Alcohol may aso be harmful to an unborn fetus. That is
why you cannot be in this study if you are pregnant. If you are sexudly active, you must
use aform of contraception that we will gpprove. If you become pregnant during the 4
weeks the study lasts, you must let us know immediately.

The blood test may cause some dight pain and you may have a bruise where the blood is
drawn. Some of the questions we ask may make you uncomfortable. Y ou do not have
to answer any questions you don't want to and if something makes you very
uncomfortable we will get someone to help you. Y ou may be degpy on some days after
your overnight lab sessons. Y ou should be extra careful on those days.

The research team may talk about this study with your parents or guardian, but not with

anyone else unless your parents, your guardian, or you say it is OK. You need to know,
however, that if you tdl usthat you are going to harm yoursdlf or someone ese, we have
to by law tell your parent or guardian and/or the authoritiesin order to keep people safe.

Y our mom, dad, and/or guardian know about this study and think that it is OK for you to
beinthe sudy. If you want to be in the study, you can tell the researcher and sign on
your parent’sform. If you don't want to be in the sudly, it is OK to say no. No onewill
be upset with you. Also, if you agree to participate now, you can decide to stop being in
the study any time you want, and nobody will be upset with you.

If you have any complaints about being in this project, you can call Kathy Handshaw in
the Office of Research Adminigtration, at (401) 444-6246
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