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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 0925-0781.

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




ABCD Study Audience Feedback Teams OMB #0925-0781 | Expiration 03/31/2027
Parent/Caregiver “At Home” Materials Review

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

whenyou jpined the pogram, you sigred a form that says wou agee to ketscentists sudy your DRA Br
mesaan b, butthat no othar garetic informationwoul b shaed with you. Recently, a rewgenetc assessment
was added o the mseamnch plan, which gives us the o pporunity o eUm some genetic information back o you.

Mowe we want o know if you want the ABC D Sudy to el you ifwe find CHAchanges eled o health and
diesasa riek foryou. These are your Heedieny Diesase Riek resuls. The falowimg sceers explain:

1.

z
3.
4

The cloice you hawe about kaming your esuls.
Cetail about difierent kinds of CHA changes.

How wie will check or themand how lbng it will Eke.
Hawr yiou can Bam about your resuls.

Themr are benefis and risks to getting your Herediary DiEzase Riek esuls, and we want you b make the best
deciion for yoursslf. Bafore you decide, peass mview the Iollowing inkrmation. At the end, you wil b2 aslked o
decide ifyou want these mesuls. ¥You can decide:

« Yes(itmay wke a Bwyears o eceive mauls)

T 1]

s Tmomot s rig ht now

s« lwould lile o speak witha genetic coursslor before making adecieion
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What are “DMNA Changes™?

All uman baings share mamre than 29% of their DMA with each other. The tiny bit thatie different & partof
what makes each ofus unique . Things like our haircolorand eye colorde pend on the bits ofour DA that
ame difiere nt between o man kings. we call these our DMA changes. We know whatso me DNA changes
mean, butwe still have abtw kam. Forexample, we ame stilllearmning what mle DMA plays in most health
cord ito rs. But for a small mumber of things, we aleady knowa btabout the o ke DHA plays.

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

# Cerain DMA changes can increasa our ris kfo ra few s pacific health co nditions. This could incude
some cancers and ypes of heartd Bease.

# Cerainchanges inour DMA can increase the rekof passing specific hea lth cond itio ns on to our
child en, evenif we dont have thase conditions.

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 nabou tywour DNA and whether you may have ageater rek for deve b ping
some senious health conditions, such as cerfin kinds of cancar or heartdiesasa.

About 2outofloo people will get a DA esg ltthatshows that they have a highe rrisk ofdevelbping a
diseass . Forexampke, asmall number of people may find out they hawe a versionof the BRCAL gene that
increases thair rek for some kinds ofcance s, like heastcanoar.

we willuse the curment list devel ped by the American College of Medical Genetics. It was spacia lly
designed by agmupofgenetc expens b include CHA changes thatare very likely o cause diesease or
health conditiore o rwhich medicalteatment & avaibble and orwhich early diagnosi & critical for
effective reatment. It does motincude dieorders thatwould typically be diag nosed by adocoror
disorders wheme a lifestyle change would be the main reatment (e g., avoiding wbacco use).
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How will | get my results?

if wie find achange inyour DHNA that increases your rieko fa hea lth condition, we will try o contact you
directy. we will he lpywou make an appaointmentwith an ABC D Sudy ge netic coursela . They will &1l you
your esuls. Theywillarswer your questo re. They willsand you a mport Theycanako send areportio
your healthcam provider. If you want, they will help you find a healthcae povider inyouramea.

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

Researchthat uses yoursamplkes and infarmaton may mot b2 finshad quicky.. Them & a chance that you
will ot hearfomany eseamches. If you do ot hear fm manyo ne on the ABCD Study:

« Yoursampk may nothave beenswudied yet OR

« ¥ou may mothave anyof the gere changes thatwe am 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
wihetherio receive He editary DEease rek esuls.

«  HFyour msulisshow an inceassad rekofdeveloping a serious health co ndition, you will b= give nthe
option to discuss these msuls and their oo eequence witha lice reed gene tic cou reelbor, free of
charge.

« Agenatic courselorwill not povide treatment; howewar, they may workwith your docbor or bea lth
care pmovider b mcommend changes o yourmedicalcam. Those changes could cost mome than
yourcurme ntcam. You candecide whatcam & right for you. Ifyou do not have a primary healthcare
provider, your sie can provide you with a list of lbcal health care msoures b con@ct.



ABCD Study Audience Feedback Teams OMB #0925-0781 | Expiration 03/31/2027
Parent/Caregiver “At Home” Materials Review

Could learning about my hereditary disease risk affect my insurance?

=« Your healh insurance will not be aff ected. Health irsums cannot use OHA information to decide
if they will cove ryou, change your coverage |, cancel your covermge, or cha me you mone.

o Akdeml bwstops them fom using OHA information in this way.

« Disahility, life and long-term care insurance is different. In most places, dieabhility, lile and bng
termcame ireurEs can use DNA information to decide if they will cover you and how much o chamge
vou .

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

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

« [fyou have a cerain DNAchange , your blood eltives might have it oo, They may o rmay notwant
o know this information. This could b2 a particularky impo rantcorsidemtion for those with siblings,
twirs, orsiblings fom a mu lipke birth.

«  ¥our esulis could make you wornied or confused . Forexample:
o vou may b= afmidof passinga heediary diesass rekon o yourchid ren.
o wour esuls may make you wo nder if you are elaed o afamily membar in the way wou
thoug ht. Kee pin mind that DNA mesulis ar mota bays the same orall bbod e lbtves

if we find yourDHA puk wou at risk ordevel ping a se rious condition we will place you inconBctwith a
licensed genetc courselor, free of chame, with who meoan you can discuss concems or questons.
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What are the benefits of learning about my hereditary disease risk?

You could karnthatthe e & something wery important fo ryour health in you r DNA. Knowing this could

he lpyou workwith yourdocior or health care povide rio preventd Eease or b de ect it early. We willonky
informyou about OMA resulis whem there & anestablehad medicalteatment o reduce rek Insome
cases, knowing this information can be lifesaving .

You cou d dscover something that could he lpexplain the hiso ry of a health candition among wour blood
melatves.

Having this info rmation could help you talkwith your B mily. Everyone's DNA & differe nt, butsharing your
CMA esuls with yourblood e latives can help them think about the irown health. They can co rsider if
they want o get tesied the mee kes. This could end up helping the msay healthy.

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 mssarch ppgram weanalz Ora for eseach purmsss. fyou eceivwe health-
e laed Cha rsulis fom the ABCD Shdy, these esuls ae ot adiagnosi. Only adocioror lealthcame
providercandiagmose you witha health corditionard dete mire how o eat ywou. If you ae conce rmed
about your ChA eaals, its akays good o discuss them withyourdoctoror bealth care povider.

« Thess esulis do ot el you whether you have orwillget a disease. Many Boors canconiribue o whether
ormotyou develbpa diesass. Your DA may confribue, but it & not the only Botor.

« Weawill ot inkbrmyou of DA esulis that patyou at riskfor deoders or which ther & o curment
Ireatme nt

« Themamrabtofgemes thatcanaffectdie=ase rekand we wort bokatallof them Ther could even ba
something we couldntsee orcantunders@nd inthe genes that we did bokat. Scientificurde sanding of
Chls and deesses B akbays growing.

« Thess esulis will ba based oncurent scentific undesanding. Ther Ea chance they could b= wmng. A=
v learn mome imformation, ABCDoould ko kat moe genes in the Litue or bokat these genes again o
provide new meuls.

10
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What are my choices?

It & yourchoice whether you want to get your Heeditay Dissese REkme=uls. Yo canakays chame this
deceionata ber shge.

iFyou =ay Yes, | want my Hereditay DiEease Riekmesuls™
« Ore ofourspecially tained scientists will bok closely atsome of the genes inyour ORA elted D serious
health comditiors, like cetain kinds of cancer ard beart dieeasea. They willgeremie esuls oryo Bsad
onwhat they find.
tfyou =2y Mo, | do notwant my Hereditany Ceease Rk mauls™
o v will not be confacted aloutany pental findirgs fomyour CA that elate o seriogs bealth condito s
tFyou =2y Tmnotsume right rows:
« ou cancome backard decide later
tFyou =ay 1 would like o speakwitha geretic coures lor befoe making a deciEion:

« v will be concied by a geretic courselor o discuss potential eauls beioe deciding if you would like D
rece e DhA esuls

wewillse nd you messages when rew result ypes ae avaikble

Wouldyou like to get your Hereditary Disease Risk results?

[} ¥es, lwantmy Hereditary Dis ease R sk results.
Youwlllbe ehie o s=e your resulisonce they are ready, which m ey leke & Ewyed sio gener de 4BC D wll contact
you when your resil sare ready. [Twe lind your DRG pulsyou atris: o & Hereditary o s=ase we will place you In
contact with an expert genetic coun selor (free ofch age) o di susse it s

("} Ne, 1 do not want my Hereditary O sess e Risk results.
You can alweyschange your decison |der.

("} 'm notsurer ght now.
If you arenok re sy o decide, you can choo 5= o get lhess resilt slater.

[} Iwoud liketo spesk with & genetic counselor beforem aking adecsion.

We wlll pl ace you In contact with an espert genaic counselor (Fee ofcharge) who o e sser your que sions
b= fore o m ske & decl on

You can alwayschangethis decison o alater dage.

11
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Wouldyou like to speak with a Genetic Counselor?

Anexpetgenstic courselor may be able b assit inarswering questio re you may have about polential DA
ezl Wiould you lile © s pakwitha genetic course lor, fee of chame, before moeving any OHA eUlET

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

Thie maygive you anopp runity o diecuss ard Lnther urde stand what DA RsulE you my
MecE Ve,

() Mo, | would not liketob e contacted with a genatic counselor before receiving results
1 'wiould rot like to speakwitha genetic courselor o discuss poential firdings from Chla

Fegamiess of your arewer he e, If you lave decided to eoaive your Heeditary Ceease rekesuls ard we fird
your CiA pits you atris kfor a sarious health condito n, you willauio matically ba placed inconact with a free
geretic coureabor affer you ece ve your rsulis o diecuss what this mears for you.

12
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