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Agreement to Participatein a Research Study

Committee # Name of Study Volunteer

Alcohol, Sleep, and Circadian Rhythmsin Y oung Humans
Study 2—Effects of Evening Ingestion of Alcohol on Seep, Circadian Phase, and
Performance as a Function of Parental History of Alcohol Abuse/dependence

Y ou are being asked to take part in aresearch study. All research studies carried out at Lifespan
ingtitutions are covered by rules of the Federal government aswell asrules of the State and
Lifegpan inditutions. Under these rules, the researcher will first explain the study, and then he or
shewill ask you to participate. Y ou will be asked to sign this agreement which sates that the
study has been explained, that your questions have been answered, and that you agree to

participate.

The researcher will explain the purpose of the study. He or she will explain how the study will be
carried out and what you will be expected to do. The researcher will also explain the possible
risks and possible benefits of being in the study. Y ou should ask the researcher any questions you
have about any of these things before you decide whether you wish to take part in the udy. This
processis called informed consent.

Thisform aso explains the research study. Please read the form and talk to the researcher about
any questions you may have. Then, if you decide to be in the study, please Sgn and date thisform
in front of the person who explained the study to you. Y ou will be given acopy of thisform to

keep.

1. Nature and Purpose of the Project
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You are invited to participate in a sudy of the impact that asmall or moderate dose of
acohol has on deep, performance, deepiness, and mood. 1n this sudy, we hopeto learn
how these may differ between adolescents and young adults and between individuas who
have a parent with acohol dependency or abuse and those who do not. Y ou have been
selected for this study because you report good health and have some experience drinking
acohol. You may or may not have parent(s) who have had problems with dcohol. The
study lasts atota of 4 weeks and includes 5 nights spent in the Slegp Research
Laboratory. For thefirst 2 weeks you are studied at home on afixed deep schedule.
During the next 2 weeks you are studied in the laboratory on 5 nights, not dl of which are
consecutive. In the laboratory, your deep is monitored and you are asked to perform
computerized and paper and pencil tests, take brief ngps, and take a dose of acohol mixed
intonic water. You are asked to provide information about any family deep, medicd,
substance abuse, or psychologica disorder. In addition, you have amedica and
psychologica evauation. This study is sponsored by the Nationd Ingtitute on Alcohol
Abuse and Alcoholism.

2. Explanation of Procedures
In the pre study phase, we ask you to complete a series of questionnaires and interviews
that alow usto know more about your deep patterns, alcohol and other substance use,
medica higtory, and family history of deep, psychologica disorders, and dcohol
dependence. We dso interview your genetic mother and father to find out about their
experiences with acohol and their psychologica and medica histories. You dso havea
medica examination to assure good hedlth and a psychologica interview to determine that
you are able to take part in the study. A psychologist dso interviews you to determine the
medicd and mentd hedth history of your family. If you are femde, you complete a
Mengtrual Status Form and Mengtrud calendar. The forms and interviews take
approximately 2 hoursto complete.

Y ou come to the deep laboratory during an evening at the beginning of the study for an
orientation meeting. At this meeting you complete other forms, pick up materias for the at-
home part of the study, and learn about the study procedures. We measure your height
and weight in order to calculate your acohol dose for the laboratory portion of the study.

Y ou dso provide a blood sample (about 1 teaspoon) to screen for any liver problems that
would be made worse by drinking alcohol and would keep you out of the study. If you are
female and capable of childbearing, your blood is aso used for a pregnancy test. If we
find you are pregnant, we will notify you and you will not be able to bein the study; we will
otherwise keep the information confidentia within the limits of the law.

During al 4 weeks of the study, you keep a dtrict schedule set by the study director that
includes 8.5 to 9 hours of deep every night, complete deep diaries every morning and
evening, telephone the deep lab each evening and morning to report bedtimes and
risetimes, and wear asmall activity monitor, caled an actigraph, on one wrist to measure
the amount of movement she makes. The actigraph is very smilar in Sze to awriswatch
and is not very noticegble. Y ou wear the actigraph dl the time except when it might get
wet or subjected to physica shocks. A member of the deep laboratory staff callsyou 1-3
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times aweek with areminder to complete deep diaries and to follow the deep schedule.
Y ou dso wear eye shades during the night every night, avoid ngpping during the day, and
must not consume any caffeine (including chocolate) or other substances or medications.

Y ou come to the laboratory during the daytime at the end of the first week. Wetest your
actigraph to make sure it isworking and go over your diary with you. At the end of the
second week, you come to the deep lab on the campus of Butler Hospita in the morning
to drop off the actigraph and diary, then return in the late afternoon according to the
schedule provided by the laboratory for the first laboratory night. On thisfirst |aboratory
night, you are given a standard meal and then you have sensors and el ectrodes attached for
deep and body temperature monitoring (described below). You give saliva samples (less
than one teaspoon each) at set intervas during the evening until about one-hour past your
usua bedtime (14 samplestotal). Each sdivasampleis obtained by asking you to hold a
small piece of cotton in your mouth for about one minute. These samplesdlow usto
measure levels of the hormone, melatonin, which isrelated to the body’ s biologica clock
and can befound in sdiva. You aso perform brief (15-30 minutes) testing at intervas
during the evening with computerized and paper and pencil performance and driving
smulation tests, and fill out rating scales of deepiness and mood. Y ou dso provide aurine
sample, which will undergo toxicology screening. If we find a positive drug test, we will
notify you; we will otherwise keep the information confidentid within the limits of the law.
In the morning you eet breskfast, the electrodes and sensors are removed, and you leave
the laboratory for the day.

Y ou return to the [aboratory for 4 other overnight sessons. Nights 2 and 3 directly follow
lab night 1, night 4 is about aweek later, and night 5 is about aweek after night 4. You
keep the fixed deep schedule thisentiretime. For al of these overnight sessons, you
come to the laboratory in the morning to drop off the actigraph and diary, then returnin the
late afternoon according to the schedule provided by the laboratory. You are given a
mesdl, provide a urine sample for toxicology testing, and are prepared for deep and body
temperature recording. During the evenings you undergo performance testing and are
asked to drink 3 glasses of tonic water and ice over atimed interva while you are seated
aoneyour bedroom. These drinks contain either asmall or moderate dose of acohol; on
some nights you will get asmdl dose and on other nights a moderate dose of dcohol. For
comparison, the highest dose is calculated by your weight to equal about 3 so-cdled
standard drinks for a 150-pound male, and dightly less than 2 standard drinks for a 100-
pound femde. (A standard drink is a cocktall containing 1.5 ounces of liquor or a 5-ounce
glass of wine or a 12-ounce bottle of beer.) Before drinking the acohol dose you are
asked to rinse your mouth with mouthwash and after consuming the adcohol dose, you
remain seated and provide breath samples from a bresthdyzer at 30-minute intervas.

You will not beinformed of the results of the breath tests until after the end of the study.

On nights 2 and 3, you go to bed and get up in the morning at the usua time as set by your
schedule. On nights4 and 5 you stay up longer, seated in bed, to continue performance
and driving smulation testing, provide sdiva samples, and take a series of amdl ngps.
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Because you stay up late on nights 4 and 5 you will lose some degp and may be a bit
deepy the next day.

On dl nightsyou are not in the laboratory, you follow the deep schedule assigned to you.

Y ou are required to refrain from ingesting caffeine or chocolate, drinking any acohal or
using nicotine products or illicit substances during the entire study, except for the acohol
dose that is given to you during the laboratory portion of the study. You must call the deep
laboratory before taking any medication (for example, aspirin, antihistamines, and so forth).

When you are in the deep laboratory, deep and daytime functioning are monitored using
standard deep laboratory procedures. Small eectrode sensors are attached to you to
monitor deep. The sensors are taped to the forehead, beside the eyes, behind the ears,
under the chin, on one shoulder, and on one side. These sensors allow us to measure eye
movements, muscle activity, and heart rate. Four additiond sensors are attached to the
surface of the scalp usng smal gauze patches that are soaked in a sticky solution
[collodion] and dried with compressed air. These scalp sensors permit us to measure brain
waves. All of these measures are required to evauate deep. Y our deegp is continuoudy
monitored and continuoudy observed by atechnologist throughout the nights in the Sleep
Research Laboratory. In addition, body temperature is measured continuoudy with a
portable monitor attached to arecta thermometer sensor that is pliable, flexible, and
harmlessto anormal person. Y ou place the thermometer sensor approximately 4 inches
into the rectum, and it is held in place with asingle piece of tape on the lower back. You
are asked to check the probe by fed at intervas to determine that it remainsin place. The
monitoring system is portable so you will be able to move around whileit isin place. This
technique is well-tolerated by most participants and is a stlandard procedure in human
Studies of thistype.

Only on the first night of deep in the laboratory, sensors are dso placed on your chest and
abdomen to measure breathing movements and beside your nose and mouth to measure
breathing airflow. Another sensor is taped on one finger to measure the amount of oxygen
inyour blood. [No blood istaken for any of these measures] These |atter measures alow
usto evauate your breathing function during deep. Electrodes are taped on each leg to
measure leg movement activity—again only on the first night. The ectrodes on your face,
scap, shoulder and side remain on for the entire study, except when you are bathing.

At the end of the study, you participate in an interview sesson with a psychologist to
provide you with information about alcohol and its use and abuse.

Y our safety requires that you remain in the laboratory after consuming any acohol until
acohol levels are no longer detectable by the breath test. It may take up to 6 hours for
your breath dcohol leve to be closeto zero. If it is necessary that you leave the |aboratory
at any time before the breeth dcohol level is close to zero, we ask that you remain until you
see the study director (Dr. Carskadon) or the medical consultant. If it is necessary that
you leave the |aboratory at any time before the breath acohal leved is closeto zero, a Saff
member will accompany you (usudly by taxi) until you are in a safe environment. On any
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night you will be recelving a dose of dcohal, you are not permitted to drive yoursdf to the
laboratory. If you cannot get aride, the laboratory will provide trangportation by cab.

Y ou receive $10 for the screening interview, $50 for the first 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=3$65, night 3=$70, night 4=$75, night 5=$80),
and a$170 bonus for completing the study. The total amount you receive for completing
al of the study is $630.

If you have questions about study procedures you may contact Mary A. Carskadon, Ph.D.

at *kkkkkkk*x

3. Discomforts and Risks
Because you have told us that you have taken acohal in the past with no harmful effects,
the risks of drinking the doses of acohal provided in this experiment are minima. Alcohol
isatoxin, however, and it is possible that you may experience some stomach discomfort
and may vomit. We do not know whether the alcohol consumed in this study incresses the
risk for future acohol abuse or dependence for individuas whose parents have a history of
acohol abuse.

Alcohol may be harmful to an unborn fetus. Therefore, femaes are asked to provide a
blood sample for pregnancy testing a the beginning of the study and must use a barrier
form of contraception throughout the study if sexudly active. If you become pregnant
during the a-home portion of the sudy, you must inform the study director. Y ou will not
be able to continue in the study.

Y our behavior is observed and monitored carefully while in the deep laboratory, and you
are not permitted to do any activities that might be harmful.

Before you do the study, we need to draw blood to check for any liver problems that
might be made worse by ingesting acohol and for pregnancy testing for women. This
procedure may involve some mild pain and discomfort, and bruisng may occur & the Site
that the sample is taken from.

The interviews and forms are routine, tandardized forms for deep research and
psychology research. They pose no known risks, dthough certain questions may be mildly
upsetting because they may probe sengtive psychologica areas and others inquire about
family history of medica and psychologicdl illness or acohol and substance use. We have
afederd certificate of confidentidity so that any information you give us about illegd
substance use is protected from use in potentia prosecution.  Appropriate referrals are
offered if areas of concern arise in the course of collecting this information.
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There is no known risk to wearing the wrist actigraphs. The deep tests involve standard
deep laboratory procedures with low risk and very little discomfort. A minor skin rash
may develop from deep sensors, but thisrisk is very dight. We have had participants in the
laboratory wearing dectrodes for as long as 20 days and nights with minima skin irritation.
The rectd thermometer may cause minor discomfort & firdt, but is not harmful. The
restricted deep that you experience on laboratory nights may cause you to beirritable and
deepy the next day. Y our behavior will be observed whilein thelab, and you will not be
permitted to do any activities that might be harmful to a deepy person.

4. Bexits
Y ou have a physica examination, and an evaluation of your deep is performed as part of the
project; you are fully informed if any abnormalities gppear. Y ou may learn about deep and
scientific research. 'Y ou may enjoy being a participant in scientific research. Y ou are given
information about alcohol and its use and abuse. Otherwise, we cannot promise that you will
receive any direct benefits from this study. 1n terms of the benefits to society asawhole, we
hope to be able to learn more about how the effects of dcohol may differ between adolescents
and young adults, and between individuals with and without a parent with acohol dependency
or abuse. The datafrom this study may begin to provide some understanding of how
impairment from acohol varies depending on age and family history.

5. Alterndive Therapies
Because thisis not atrestment study, no aternatives are offered.

6 Confidentidity
All of your records from this study will be treated as confidentiad medica records.
The records will be safeguarded according to the policy of the Lifespan inditution.
This policy is based on Rhode Idand law, which promotes protection of
confidentid hedth care information. State law requires hedth care providersto
report abuse or neglect of children to the Department of Children, Y outh and
Families(DCYF). State law aso requires hedth care providersto report abuse
or neglect of persons age 60 and older to the Department of Elderly Affairs.

While the results of the research study will probably be shared with other people
and may be published in scientific reports, your name and the fact that you werein
the study will be kept confidentia.

In addition, we will obtain afedera certificate of confidentidity to ensure that your
responses to our questions are kept private.

7. Refusa/Withdrawa
The decison whether to be in this sudy is entirely up to you. Participation isvoluntary.
Also, if you decide now to participate, you will be able to change your mind later and
withdraw from the study.
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There will be no pendty or loss of hedth care benefitsif you decide not to participate, or if
you withdraw from the study. If the researcher or your doctor fedlsit isin your best
interest, they may choose to end your participation in this sudy at any time prior to the
completion of the study.

The researcher will provide you with additiona information asit becomes available, that
may affect your decison to continue in the research study. In addition, the sponsor may
choose to end the study at any time, for reasons unrelated to hedth care.

8. Medicd Treatment/Payment in Case of Injury
We do not expect any unusud risk in this research study. If an unexpected injury
occurs as aresult of your participation in this study, Lifespan will provide you with
what it consdersfar and appropriate treetment for that injury, without charge to
you. Lifespan will not however, provide any money or other payment if this
happens. Signing this consent does not reduce or revoke any of your legd rights.
For more information regarding this provision, please contact ******** in the
Office of Research Adminigtration at ********

9. Rights and Complaints
If you have any complaints about your participation in this study, or would like more
information aout the rules for research studies, or the rights of people who take part in
those studies, you may contact ******** ' gnonymoudy if you wish, in the Lifespan Office
of Research Adminigtration, telephone numiber * ** * % x**
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| ACKNOWLEDGE THAT | HAVE READ THE ABOVE EXPLANATION OF
THISSTUDY, THAT ALL OF MY QUESTIONS HAVE BEEN SATISFACTORILY
ANSWERED, AND | AGREE TO PARTICIPATE IN THISRESEARCH STUDY.

Signature of study volunteer/authorized representative* Date

| ACKNOWL EDGE THE PROCESS AND/OR SIGNATURE OR STATEMENT
SET FORTH ABOVE

Signature of witness (required if Date
consent is presented ordly or at the
request of the IRB)

| CERTIFY THAT | HAVE EXPLAINED FULLY TO THE ABOVE PATIENT THE
NATURE AND PURPOSE, PROCEDURES AND THE POSSIBLE RISK AND
POTENTIAL BENEFITS OF THIS RESEARCH STUDY.

Signature of researcher or designate Date

Consent form copy: [ study volunteer [ ] medica record [ ] researcher [_] other(specify)

*|f dgned by agent other than study volunteer, please explain below.
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