ABCD Study Audience Feedback Teams OMB #0925-XXXX | Expiration XX/XX/202X
Parent/Caregiver “At Home” Materials Review

PAPERWORK REDUCTION ACT STATEMENT

Paperwork Reduction Act Statement: The public reporting burden for this information collection has
been estimated to average 15 minutes per response, including the time to review instructions and
respond to questions. Send comments regarding this burden estimate or any other aspect of this

collection of information, including suggestions for reducing this burden to NIH, Project Clearance
Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, Attn: OMB-PRA 0925-XXXX.

Instructions

Thank you for being part of our feedback team! We understand your time is important, so we want you
to read through the materials before your scheduled interview, to make the most of the discussion time.
Please read over the following visuals to get familiar with them before your session.

We look forward to hearing your feedback during your scheduled interview!

Draft Visual Consent Form
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Adolescent Brain Cognitive Development
Teen Brains. Today's Science. Brighter Future.
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GOALS OF THE ABCD STUDY

ABCD is the largest study of its kind in the US, following
over 11,000 kids as they go through adolescence.

The study will help scientists answer questions like:

* What does the trajectory of "typical brain development” really look like?

* How do experiences & environment (like sleep patterns, screen time, = =
sports, substance use, social relationships, & many more) interact with

each other and with the brain & biology? ;‘fﬁ\\‘"«m
VA
* What effects do these factors have on brain development, health, & R\_&%’J’!
other outcomes? L)
Many others-ABCD'S Open Science model means any scientist L’J f"&i
can access the data to explore their research questions!
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STUDY PROCEDURES

alle Questionnaires & Cognitive Assessments
— Interviews Games designed to measure things like:
— » Contact Information * Memory
— * Mood & Behavior * Language
* Culture & Relationships * Attention

* Substance Use * Problem solving
* Physical & Mental Health » Decision making

STUDY PROCEDURES

Biological Samples & Measurements

Blood Draw

Genetics
Health Indicators

If you choose to do the blood draw, you

- will receive extra compensation.
Breath Urine

Substance use

Saliva -
Ly ;40 Hair
Hormone levels \ Elibetance oo
Aol
Substance use -

Intoxication

Blood

If you are under the influence of non-prescription drugs Pressure .
or alcohol, we might need to reschedule your study visit
(just because it would affect how your brain works!)
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MRI BRAIN SCAN
W’

but it is loud.

Safety
1% hours ‘ @ MRI is very safe,

MRI uses strong magnets and radio ] z )
waves to create images, so you might

not be able to do the scan if you:
Brain Images

s Have braces
s Have an implanted metal device

(like a pacemaker or cohlear implant)
* Are pregnant

e Structure
¢ Activity while you are at rest
¢ Activity during different games

TECH SUB-STUDIES

Fitbit EARS App
Heart rate Screen time & app use
Physical activity How much you type in

Sleep different apps

Both these sub-studies You don't need to do anything

5 If you complete one or both
will have you download different besides wear the Fitbit, keep v & K
. of these sub-studies, you
an app on your phone for the EARS app open in the background, . .
3 K will get extra compensation.
weeks.

and periodically sync your datal
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CONFIDENTIALITY

o Y Y

We don't tell anyone outside the study
(even your parent) about your answers
to any questions.

EXCEPTIONS

If someone is at risk of being harmed, we are
required by law to try to keep them safe.

If we learn you plan to harm yourself or others, or if a child

or elder is being abused, we may need to tell someone
(such as the authorities) to make sure people are safe.

You never have to do any part of the
study you don't want to do!

Let the researcher you're working with know if you
want to skip a question, game, or anything else.

You can also stop participating or take a
break from the study anytime if you want.

It's important to us that you feel comfortable & safe during the study!
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STUDYWON

We appreciate the time and effort you
spend contributing to our science!

The amount and method of your payment for each
study visit can be found in your consent form.

Some parts of the study give you extra payment:

* Blood draw e Fitbit sub-study
¢ MRl money game * Mobile Tech sub-study

Draft Consent Form to Get Hereditary Disease Risk
Results

The ABCD Study Consent to get Hereditary Disease Risk Results

whenywou pined the pmgram you signed a form that says ywou agee o ktscientss sudy ywur DA o
meaan b, but that no othar geretic informationwoul b shaed with you. Recantly, a new genetc assessment
vas added to the eseacch plan, which gives us the opporunity to e some genetic inbrmation back o you.

Mows we want o know ifyou want the ABC D Sudy o el you ifwe find DHAchanges ehed w health and
disease risk foryou. These are your Herediry DiEsase Risk resuls. The fobowim sceems explain:

1.

2
3.
4.

The cloice you have about karning your Esuls.
Cetaik aboutdifie ent kinds of DA changes.

How we will check or themand how kbing itwill Bhke.
Haw you can Barm about your sy ls.

Therar benefis and risks o geting your Herediary Diesase Riek esuls, and we wantyou o make the best
decision oryourssf. Bafore you decide, pleass eview the Bllowing inkrmaton. At the end, you wil b= asked o
decide if you want these msuls. ¥ou can decida:

= ves(itmay Bke a Bwyears o eceive rsuls)

T 1]

s [m notsume right now

« lwould like o speak witha genetc courselor before making adecision
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What are “DMNA Changes™?

All uman beings share mamre than 29% of their DMA with each other. The tiny bit thatis different & partof
what makes each ofus unique . Things like our haircolarand eye colbrde pend on the bits o four DRA that
ame difiere nt between b man k=ings. we call these our DMA changes. We know whatso me DNA changes
mean, butwe still have abttw kam. Forexamplke, we are stillleaming what mle DMA plays in most health
cord itio re. But for a small mumber of things, we aleady knowa btabout the ok DHA plays.

we know thatcerain changes inour DMA can affectour health. Forexample:

# Cernain DMA changes can increase our risk fo ra few s pecific health co nditions. This could incude
some cancers and ypes of heartd Eease.

# Cerainchanges inour DMA can increase the rekof passing specific hea lth cond itio s on to our
chid ren, eve nif we dort have thosa conditiorns.

The mome we study our DA, the moe we willkkarn what OHMA changes mean aboutus. The ABCD Stwdy
will have spacially rained scientEs bok atyour DMA for changes e lhted © he ediary deease risk.

What will my Hereditary Disease Risk results tell me?

wour esuls will have informatio na bou tywour DNA and whether you may have ageater rek for deve b ping
some serious health conditiors, such as cermin kinds of cancer or heartdieease.

About 2 outoflo0 people will get a DMA esultthatshows that they have a highe rriek ofdevebping a
diseass . Forexampke, asmall number of people may find out they hawe a versionof the BRZAL gene that
inceases thair rek for some kinds ofcance i, like beastcanoar.

we willuse the curment list develb ped by the American College of Medical Genetics. It was spacia lly
designed by agmupofgenetic expers b include CHA changes thatare very likely 0 cause disease or
health conditiors o rwhich medicalteatment & avaibbkeand Drwhichearly diagmose & critical far
effective treatment. It does notincude diearders thatwould typically be diag mosed by adaocoror
dieorders whemr a lifestyle change would be the main treatment (e g., avoiding obacco use).
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How will | get my results?

if we find achange inyour DA that increases your riekofa health condition, we will try o contact you
directy. we will be lpywou maks an appointmentwith an ABC D Sudy ge netic courselor. They will &1 you
your esuls. Theywillarswer your questio rs. They willsend you a eport Theycanako send areportio
yvour healthcame provider. If you want, they will help you find a healthcae pmovider inyouramea.

Mostpeople (about9s out of 100 peo ple)willgeta mportthatsays ABCD did motfind amything significa nt
for their health in the DMA we boked at

Researchthat uses yoursamplkes and informaton may mot be finehed quicky.. Thee & a chance that you
will ot hearfom any mseamches. If you do ot hear fm manyo ne on the ABC D Study:

« Yoursampk may not have beenswudied yet OR

« You mey mothave any of the gere changes thatwe ame sudying at this time

What are the risks of getting my Hereditary Disease Risk results?

The nextthree scree e will review some important information o corsiderwhe n making o decieion of
wihethario receive He reditary DiEease rek e=uls.

«  HFyour msulisshow an inceassad rekofdeveloping a serious health co ndition, you will b= give nthe
option o discuss these msuls amd their co rseque nce witha lice rsed gene tic cou mselor, free of
charge.

« Agenetc courselorwill not povide reatment; howe ver, they may workwith your doctar or hea lth
cam povider o mocommend changes to wour medicalcamre. Those changes could cost mame than
yourcure ntcame. You candecide whatcare & right for you. 1f you do not have a primary healthcare
prwvidar, your sie can provide youwith a list of bcal health care msoumces b con@act.
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Could learning about my hereditary disease risk affect my insurance?

« vour health insurance will not be aff ected. Health irsue s cannot use CHA information o decide
if they wrill cove ryou, change your coverage | cancel your coverage, or chame you mome.

o Akdeml lawstops themfrom using OMA informaton inthis way.

« Disahility, life and long-term care insurance is different. In most places, disability, lie and bng
termcame irsuemE canuse DMA information o decide if they will cover you and how much o chame
oL .

How could learning about my hereditary disease risk affect me
emotionally?

« fou could get information you weme ntexpacting in your esuls. Forexample:
o vou mig htd Ecoverthat you ame atrisk fora disease that has not been see ninother me mbas
of your & mily

« [fyou have a cerain DNAchange , your blood eltives might have it oo, They may o rmay notwant
to know this information. This could b= a particularky impo rantcorsidemtion for those with siblings,
twirs, orsiblings fom a mu lipke birth.

« ¥our esulis could make you worried or confused . Forexample:
o vou may b= afmidof passinga heediary diesass rekon o yourchid ren.
o wour esuls may make you wo nder ifyou are elaed o afamily membarin the way wou
thoug ht. Kee pin mind that DNA esulis ae motabkvays the same brallbbod e btives

if wie find your DA puts wou at risk Brdevelo ping a == rious comdition we will place you inconactwith a
licensadgenretc courselar, free of chamge, with who mean you can discuss concerns or questons.
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What are the benefits of learning about my hereditary disease risk?

You could karnthat the e & something wery impartant fo ryour bealth in you r DNA. Knowing this could

he lpyou woarkwith yourdocoror health care povide ro preventd sease or o de ect it early. wWe willanky
informyou about OMA resulis wheme there B anestablebed med icaltreatment b educe rek Insome
cases, knowing thie information can be lifesaving .

You cou d discover something thatcould he lpexplain the hiso ry of a health condition among wour blood
Elatves.

Hawving this inf rmation could help you talkwith your B mily. Everyone's DNA B differe nt, butsharing your
DhA resuls with your blood @ latives can help them think about the irown health. They can co reidar if
they want o gettesied the mee kes. This could end up helping the msay healty.

vou will be abk b talk b a licersed ABCDge netic coumselar aboutyour est msuls. Talking b anABZD
ge netic counse bris free.

What are the limits of my Hereditary Disease Risk results from the ABCD
Stuchy?

« The ABCD Sudy Ea eseamch ppgram Weanalyz DA for msearch purmssas. fyou eceive health-
e laed Cha rsulis fom the ABCD Shdy, these esuls ae ot adiagnosi. Only adocioror lealthcame
providercandiagmose you witha tealth corditionard detemire how o teat you. If you ae conca rmed
aboutyour CHA e, its akvays good o diEecuss themwithyourdoctoror health care povider.

« These esulis do ot tell vou whether wou have orwillget a disease. Many Boos cancontribue o whether
ormotyou develbpa diesass. Your DA may confribue, but it & not the only Botor.

« Wewill rot inbbrm you of DA Esuls that pityou at ris kfor deoders orwhich there & o curent
eEatment

« Themeamra btofgemes that canaffectdiEsase rekand we wort bokatallof them Ther could even b
something we couldntsee orcantunders@nd inthe genes that we did bokat. Scientificurde sanding of
Chle and dEeases B akays gowing.

« Thess esulis will ba based oncurent scentific undesanding. Ther Ea chance they could b= wmng. A=
ve learn mome imformation, ABCDoould bokat more genes in the e orbokat these genes again o
provide new meuls.

10
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What are my choices?

It & yourchoice whetheryou want to get your Heeditay Cisesse Rekmesuls. You canakays chamge this
deckionata laer shge.

Ifyou say ¥es, | vant my Hereditan Disease Rekmesuls"

« Ore ofour specially tmined scientists will bok chsely atsome of the geres inyour ChA elted D serous
health comditiors, like cetain kinds of cancer ard feart dieease. They willgenemie esulis oryo m=ad
onwhat they find.

Ifyou =ay Mo, | do notwant my Hereditary Ceease Rek msuls™

o fou willnot be confacted aloutany pental findimgs fromyour oA that elate © ssous bealth condito rs

tFyou =ay Tmnotsae right owe

« ou cancome backard decide later

tFyou =ay 1 would like o speakwitha geretic couresbor befoe making a decEio:

« vou will be conEcied by ageretic courselor o discuss potetial resulE beiore deciding if you would like ©
rece e DhA esuls

wewill=z nd you messages when rew esult ypes ae available

Wouldyou like to get your Hereditary Disease Risk results?

[} ¥es, Iwantmy Hereditary Disease R sk results.
Youwillbe dble o se yor resulbs once they are ready, which may lake & Ewyes sio gener de . ABC D wll contact

woul when your resull sareready. [Twe ind your DR putsyou s risk o & Hereditery o sease we will place you in
contact with an espet genatic coun ssor (ree ofchage) o disussre st s

[} Mo, | do notwant my Hereditary Of seas e Risk results.

You can alwey s charge your decigon lder.
() rm not surer ght nee.

I you erenot re ey bo decide, you can choo s= 1o get these resdt s ater.
[} Iwoud liketo spesk with & genetic counselor beforem aking adecsion.

We wlll place you In contact with an espert genalic counselor (Feeolfcharge) who o ansser your que sions
b= e you mske & decl son

You can alwayschargethis decison o alater Sage.

11
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Wouldyou like to speak with a Genetic Counselor?

Anexpetgenstic courselor may be able b assist inarewering questio e you may have about poiential DA
ezl Would you like D s pakwitha genstic course lor, fee of chame, before moeving any DA eUlE?

i} ¥es, | would like to tak with a genetic counselor before receiving results

Thie maygive you anopp runity o diecuss ard Lnher urdestand what DA esuls you my
s e,

() Mo, | would not like tob e contacted with a genaic counselor before receiving results
I 'would rot like to sprakwitha genetc course lor o discues poental firdings from oA

Feganrdiess of your arewer he e, If you lave decided to eoaive your He editary Cieease rekesuls ard we fird
your CiA pits you atris kfor a sarious health condito n, you willauo matcally ba placed inconact with a free
geretic coureaboraffer you ece ve your rsuls o diecuss what this mears for you.

12
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