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Name of participant: Age:

Greetings, thank you for your interest. This form tells you about our research study. Please read carefully. We are
happy to answer any questions. You will be given a copy of this consent form.

Key Information:

e Thisprojectis studyinghow toimprove vocalizationsin children with autismto helpthemlearn totalk.

e Participation of youand your child is completely voluntary. You and your child m ay stop at any time.

e Your child’s participation will take about 20 minutes persession, about three times per week, for about
6 to 8 weeks. All sessions will be video recorded.

e You will be asked to complete a few questionnaires about your child and the study procedures.

e Theonlyanticipatedrisks are fatigue / boredom and breach of confidentiality. These risks of fatigue /
boredom do not exceed those experienced within an educational setting. Allefforts, within reason, will
be made to keep your personal information in your research record confidential but total confidentiality
cannot be guaranteed.

e Your child may benefitfrom participation by using more vocalizations and/or words. Participation may
alsohelpuslearnthe best ways to teach children with autismto learn to talk.

Detailed Information:

Why are we doing this research and why are you asked to participate?

Your childis beingasked to take part in this research study because your child has autism or has possible signs of
autism, is 2 to 5 years old, andis not yet talking or just beginning to talk. We know that many children with
autismtake longertolearnto talk than children withoutautism. We wanttolearn more about how to help
children with autismlearntotalk. You are beingasked to take part to provide some information about your
childandthe study proceduresto help us develop strategies to teach children to talk.

Do you have to be in this research and can you stop if you want to?

You do nothave to be inthis research study, and you can stop beingin this study at any time. You may choose
not to beinthis study and get othertreatments without changing your healthcare, services, orotherrights . If
we learn something new that may affect the risks or benefits of this study, you will be told so that you can
decide whetherornot youstill wantyourchild to be in this study.

What will you do and how long will it take?

Eligibility Evaluation

If you choose foryour child to participate, we will first complete aspeech-language evaluation and an autism
evaluation (if one has not been completed) to determine whetheryourchildis eligible to participate. The
evaluationis expectedtotake 2 to 2.5 hours and can be completedintwo ormore sessionsif yourchild gets
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tired or if that is more convenient foryou or your child. We will also ask you to provide demographic(e.g., age
and sex), hearing, and vision information about your child and to complete a checklist of the words your child
understands and says. These forms take about 30 minutes to complete.

Individuals who are eligibleforthe study will be invited to participate in the intervention. Those who are not
eligible will not be asked to participate. All individuals receive their evaluation results, regardless of eligibility.

Vocalization Intervention

The intervention focuses onincreasing the number of vocalizations that your child makes. We respond to your
child’svocalizationsin specificways and use certain developmentally appropriate toys and turn-taking games to
increase how oftenyour child makes sounds. We see how often yourchild vocalizes in three different conditions
to determine which factors matter. We also look at how complex your child’s vocalizations are. The
interventionistis atrained researchteam member, such as a spee ch-language pathologist.

1. Contingentresponsescondition: The interventionist imitatesyour child. They offer more complex
responses whenyourchild produces more complex vocalizations. For example, the interventionist will
add to your child’s vocalization or label what they might be intending to say.

2. Contingentresponses plusvocal elicitation strategies condition: Asin the contingent responses
condition, the interventionist systematically responds to more complex child vocalizations with more
complex responses. The difference is that the interventionist also uses vocal toys (e.g., microphones that
distortand/oramplify voices) within engaging turn-taking activities/routines (e.g., blowing bubbles,
balloons, and vehicles with sound effects) to further encourage your child to make sounds.

3. Non-contingent control condition: Instead of responding to the sounds that the child is making during
the session, the interventionist responds based on arecordingthey are listening to through an earpiece
(e.g., AirPods). Consequently, the interventionistis providing the same types of responses as the other
conditions, butthey are nottimed to what the child is doing at that moment.

Each session will take about 20 minutes. We will video record the session so thatauthorized study team
members can (a) count how many vocalizations your child makes, (b) measure how complexyourchild’s
vocalizations are, (c) make sure the interventionist does each ste p of the procedures correctly, and (d) evaluate
the feasibility and social validity of the study procedures. All information about your child, including videos will
be keptin locked cabinets oron password protected computers and/orexternal hard drives i ndefinitely, unless
otherwise specified by the consenting caregiver. To participate in the study, video recordings must be kept at
least until data collectionis completed. Only authorized study team members will have access to the recordings.

We expect towork with yourchild for approximately 6to 8 weeks. The specificamount of time depends on your
child’s pattern of performance and number of sessions completed perweek.

If your child participatesinthe vocalization intervention, we will ask you to complete a brief survey aboutthe
study goals (i.e., importance of communication and language foryour child). This survey takes about 5 minutes.
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What are the costs?
There is no cost to you for taking part in this study.

What good things might come from this study?

a) The benefits to science and humankind that might result from this study: Participation may help uslearnthe
best ways to teach children with autismtotalk.

b) The benefits you might getfrom beingin this study: You will receive aletter with the results of your child’s
assessment(s). You may share these results with your child’s educators, speech-language pathologist, and other
professionals. Your child may benefit from participation by using more vocalizations and/or words. They will also
receive monetary compensation for their time completing the study

Are there any risks or discomforts for this study? Can anything bad happen to you?

The only anticipated risks are fatigue / boredom and breach of confidentiality. These risks of fatigue / boredom
do notexceedthose experienced within an educational setting. We use motivating tasks and avariety of
activities tailored to your child to minimize these risks. If your child becomes upset during parts of the
intervention, we will take breaks and re -introduce the activities once your child appears ready (e.g., sitting
calmly). All efforts, within reason, willbe made to keep your personal informationin your research record
confidential but total confidentiality cannot be guaranteed.

What are the unforeseeable risks?
There may be risks that we do not know about.

How can you find out the results of the study?

You will receivealetter with the results of your child’s assessment(s). The research teamis also availableto
discuss your child’s performance across the different intervention conditions afterthe studyis complete. That
discussion may help you learn more about what helps your child learn. Aggregated data across participants will
be shared through academicmeans such as professional conferences and research articles.

What compensation will you receive for participating in the study?

Children who completethe study will receive $100.00 (as an electronicor physical gift card or check) at the
conclusion of the study. These participants must complete the eligibility evaluation and vocalization intervention
sessions.

Participants who complete the eligibility evaluation and are eligible to participate but withdrawat any point
priorto completing the vocalization intervention sessions will receive $25.00 at the conclusion of the study.
Potential participants who completethe eligibility evaluation will receive $25.00 if they are not eligible to
participate in the study after completing the necessary assessments.

You are notallowedto acceptany moneyfortaking partin thisstudyif youare not eligible to receive money
froma U.S. person orcompany or the U.S. government because of U.S. national security and/orforeign policy
laws. You can still take part inthe study however, you will not be paid if you are a resident of acountry
restricted by the U.S. government’s comprehensiveterritorial sanctions orif you are listed on the U.S. Treasury
Department’s Office of Foreign Assets Control’s Specially Designated Nationals (SDN) list of prohibited
individuals. You do not have to say why you choose notto be paid.
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Are there any reasons the researchers may remove you from the study?

If a childindicates they do not want to participate (though verbal and/or nonverbal means), the interventionist
offersa breakandtheninvitesthe participantto engage in the activity again. If the child continues to verbally
and/ornonverbally indicate that they do not want to participate (e.g., running away or crying) afterthree
consecutive attemptstore-engage, the sessionis discontinued. If achild declines to participate during three
consecutive sessions, we willdiscontinue intervention with that participant and discuss that discontinuation
with their caregivers.

What happens if you choose to stop being in the study?

You may withdraw your consent to participate in this study at any time. You also have the right to cancel your
permission to use and disclose furtherinformation collected about your child, in writing, atany time, by sending
your written requestto: Jena McDaniel at jena.mcdaniel@vumc.org or 1215 21st Avenue South, MCE South
Tower Suite 8310, Nashville, TN 37232. If you cancel permissionto use your child'sinformation, the researchers
will stop collecting additional information about your child. However, the research team may use and disclose
information that was gathered before they received your cancellation, as described above.

Who can you talk to about this study?

If you should have any questions about this research study or possibly injury, please feel free to contact Jena
McDaniel at jena.mcdaniel @vumc.org, 615-936-5114, or 1215 21st Avenue South, MCE South Tower Suite 8310,
Nashville, TN 37232.

For additional information about giving consent oryour rights as a participantin this study, to discuss problems,
concerns, and questions, orto offerinput, please feel freeto contact the Institutional Review Board Office at
(615) 322-2918 or toll free at (866) 224-8273.

How will your confidentiality and privacy be maintained?
All efforts, within reason, will be made to keep your personal information in your research record confidential

but total confidentiality cannot be guaranteed. We may share some information about you for others to use for
research, butto protectyour privacy we will not share information that could identify you, like your name. The
principal investigatorortrained research team member will de -identify the data by using a study ID numberin
place of your child’s name. This study ID number will be used through all research activities. Your name and your
child’sname will not be associated in any publication or presentation with the information collected about you
or with the research findings from this study. Instead, we will use astudy IDnumberor not include aname
rather than your name or your child’s name. Youridentifiableinformation will not be shared unless required by
law or you give written permission. Any forms or correspondences that contain identifiable material will be
shredded with asecure shredder. Your contactinformation willbe retained forup to 5 years past the end of the
study.

The information collected about your child will be used by Jena McDaniel (Principal Investigator) and authorized
members of the research team. Permission granted on this date to use and disclose your child’s information

remainsin effectindefinitely. By signing this form, you give permission forthe use and disclosure of yourchild’s
non-identifiable information for purposes of this study atany time inthe future.
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All data collected will be stored in electronicfiles orin locked file cabinets. All assessment dataand
medical/developmental history data will be de-identified. Electronicfiles will be stored securely in compliant
locations, such as a database serverorcloud storage. Electronicfiles may also be stored on hard drives and
storedina locked location to ensure that study data are not lost. Hard copies of study data documents will be
storedina locked location. Response forms may be scanned and stored in computerfiles. Only authorized
research team members will have access to the locked locations. Jena McDaniel may take a copy of the study
records on an external hard drive if she leaves Vanderbilt University Medical Center.

You have the option of providing consent foryour child’s video and/oraudio recordings to be placedina
repository foruse inthe future studies (option 3). Those studies would be conducted in accordance with the
Human Research Protections Program guidelines. Topics of future studies include but are notlimited to more
detailed analyses of your child’s responses or the intervention components. These studies may be conducted in
collaboration with researchers at other institutions.

This study may have some support from the National Institutes of Health (NIH). If so, your study information
is protected by a Certificate of Confidentiality. This Certificate allows us, in some cases, to refuse to give out
your information evenif requested using legal means.

It does not protect information that we have to report by law, such as child abuse or some infectious diseases.
The Certificate does not prevent us from disclosing yourinformation if we learn of possible harm to yourself or
others, or if you need medical help.

Disclosures that you consenttoin thisdocumentare not protected. Thisincludes putting research datainthe

medical record or sharing research datafor this study, future research, orinsurance purposes. Disclosures that
you make yourself are also not protected.
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If you would like your child to participate in the study, fillin the information and sign below. Return this
consentform to us by mail (JenaMcDaniel, 1215 21st Avenue South, MCE South Tower Suite 8310, Nashville,
TN 37232) in the envelope provided. Please keep the second copy of this consentform.

STATEMENT BY PERSON AGREEING TO PARTICIPATE IN THIS STUDY

| have read this informed consent document and the material contained in it has been explained to
me verbally. All my questions have been answered, and | freely and voluntarily choose to
participate.

Please mark yes or no for each of the options below. Selecting “Yes” for the first two bolded options
is required for study participation. Please read each option carefully and contact Jena McDaniel with

any questions.

Yes

Yes

Yes

Yes

Yes

Child's name:

Complete address:

Phone:

No

No

No

No

No

1. | freely and voluntarily choose to have my child participate and to
complete the parent report assessments.

2. | agree for the research teamto use my child’s video and/or audio
recordings for the specific purposes of this study until data
collection is complete.

3. | agree for the research team to include my child’s video and/or audio
recordings in a repository for future studies. The research team must
receive appropriate approval for future uses in accordance with Human
Research Protections Program guidelines.

4. | agree for the research team to use my child’s video and/or audio
recordings in teaching or professional development workshops.

5. | agree to be contacted in the future about studies my child may be eligible
to participate in.

Date of birth:

Email: Today’s date:

Parent/Guardian signature:

Parent/Guardian name:

Consent obtained by:

Relationship to child:

Date

Signature Printed Name and Title
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