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ENGLISH PARENT CONSENT

COMPOUND AUTHORIZATION AND PARENTAL PERMISSION FOR PARTICIPATION IN A
RESEARCH STUDY

YALE UNIVERSITY SCHOOL OF MEDICINE

Study Title: Implementing and Evaluating a Wellness and Social-Emotional Learning Program for
Refugee Children During the COVID-19 Pandemic: EMPOWER

(Emotions Program Outside the Clinic and Wellness Education for Refugees)

Principal Investigator (the person who is responsible for this research): Julia Rosenberg MD
MHS 333 Cedar St New Haven, CT

Phone Number: 8609301702

The Academic Pediatric Association, the National Institutes of Health/ National Center of Advancing
Translational Science (NIH/NCATS), and Yale University are paying for this study.

Research Study Summary:

e We are asking you and your child to join a research study.

e The purpose of this research study is evaluate the program that your family will be participating in
or has participated in, known as EMPOWER. Evaluations occur before, during, and after
participation.

e Study procedures will include: Participation in the program, which your child/children can
participate in whether or not you decide to be a part of the study. The program will be no different
for those who do or do not choose to participate in the research study. The study will also include
answering questions about your and your family’s experience in the program and about social and
emotional health over Zoom.

e Two Zoom surveys are required along with involvement in the summer program (which you can
continue regardless of your decision to be a part of the study).

¢ Participation in the program is also part of this study.

e The zoom surveys will take 2 hours total. The program will involve about 3 person of in-person and
1 hour of zoom activities per week over two weeks.

e There are some risks from participating in this study. Risks include challenges attending in-person
activities or not liking in-person activities, and/or discomfort with some of the questions asked.

e The study may have no benefits to your child. The study may benefit others who are interested in
learning more about implementing programs similar to EMPOWER.

e There are other choices available to your child outside of this research. Your child does not have
to participate in this research even if you are participating in EMPOWER.

e Giving permission for you and your child to take part in this study is your choice. You can choose
to give permission, or you can choose not to. You can also change your mind at any time.
Whatever choice you make, your child will not lose access to his or her medical care or give up
any legal rights or benefits.

e |If you are interested in learning more about the study, please continue reading, or have someone
read to you, the rest of this document. Take as much time as you need before you make your
decision. Ask the study staff questions about anything you do not understand. Once you
understand the study, we will ask you if you wish to give permission for your child to participate; if
so, you will have tell us verbally that you agree

Why is this study being offered to my child?

We are asking your child to take part in a research study because your child is participating in the
EMPOWER program. We are looking for 30 families and 75 children to be part of this research study
including participation in the program and evaluation before and after the program.




IRB Protocol# 2000030455

Who is paying for the study?
The Academic Pediatric Association, the National Institutes of Health/ National Center of Advancing
Translational Science (NIH/NCATS), and Yale University are paying for this study.

Who is providing other support for the study?
Elena’s Light is providing support for this study.

What is the study about?
The purpose of this study is to implement and evaluate the program that your family will be
participating in or has participated in, known as EMPOWER.

What are you asking my child to do and how long will it take?

If you give permission for your child to take part in this study, this is what will happen: we will ask them
questions over Zoom, which are similar to the questions we are asking you, at two different time
points. We think that the study will take a total of two hours of your and your children’s time
(combined). This is in addition to participation in the program, which will involve about 3 hours of in
person and 1 hour of zoom activity per week over two weeks. We will ask you questions about your
experience with the program and will ask you and your children questions about social and emotional
health. Some of these questions will be asked more than once.

What are the risks and discomforts of participating?

If you and/or your children decide to take part in this study, you and/or your children may experience
challenges attending in-person activities or not liking in-person activities, and/or discomfort with some
of the questions asked.

There is the possible risk of loss of confidentiality.

How will | know about new risks or important information about the study?
We will tell you if we learn any new information that could change your mind about your child taking
part in this study.

How can the study possibly benefit my child?
Your child may or may not benefit from taking part in this study, by learning about health and
wellness through the EMPOWER program.

How can the study possibly benefit other people?
The benefits to science and other people may include a better understanding of the benefits of the
EMPOWER program and how to share this program with others.

Are there any costs to participation?
You will not have to pay for your child taking part in this study. The only costs include transportation
and their coming to the EMPOWER program and zoom interviews.

Will my child be paid for participation?
Your child will not be paid for taking part in this study, but you will be paid a $25 gift card for each

instance of you (along with your child) participating in the zoom survey.

What are our choices if | decide not to give permission for my child to take part in this study?
Instead of participating in this study, you have some other choices.
Your child could:

o Participate in EMPOWER without being in a study.

o Take part in another study.
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How will you keep my child’s data safe and private?

We will keep information we collect about your child confidential. We will share it with others if you
agree to it or when we have to do it because U.S. or State law requires it. For example, we will tell
somebody if we learn that someone is hurting a child or an older person.

Your child’s information will be deidentified, meaning we will not keep the name of your child along
with his or her responses. Instead, there will be a number associated with your and your child’s
responses. A list connecting numbers and names will be kept on a password protected computer and
will be destroyed after the study is completed.

When we publish the results of the research or talk about it in conferences, we will not use your child’s
name. If we want to use their name, we would ask you both for your permission.

We will also share information about your child with other researchers for future research but we will
not use his or her name or other identifiers. We will not ask you for any additional permission.

This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The
researchers with this Certificate may not disclose or use information, documents, or biospecimens that
may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action,
suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have
consented for this use. Information, documents, or biospecimens protected by this Certificate cannot
be disclosed to anyone else who is not connected with the research except, if there is a federal, state,
or local law that requires disclosure (such as to report child abuse or communicable diseases but not
for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if
you have consented to the disclosure, including for your medical treatment; or if it is used for other
scientific research, as allowed by federal regulations protecting research subjects.

The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or
local law of child abuse and neglect, or harm to self or others.

What information will you collect about my child in this study?

The information we are asking to use and share is called “Protected Health Information.” It is protected
by a federal law called the Privacy Rule of the Health Insurance Portability and Accountability Act
(HIPAA). In general, we cannot use or share your child’s health information for research without your
permission. If you want, we can give you more information about the Privacy Rule. Also, if you have any
questions about the Privacy Rule and your rights, you can speak to Yale Privacy Officer at 203-432-
5919.

The specific information about your child and their health that we will collect, use, and share includes:

» Research study records without names, which will include responses to survey questions. These
survey questions include questions about stress, quality of life, behavioral health, and COVID-
19 knowledge.

» Records about phone calls made as part of this research

» Records about your child’s attendance at EMPOWER programs

How will you use and share my child’s information?

We will use your child’s information to conduct the study described in this consent form.
We may share your child’s information with:

. The U.S. Department of Health and Human Services (DHHS) agencies
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. Representatives from Yale University, the Yale Human Research Protection Program and the
Institutional Review Board (the committee that reviews, approves, and monitors research on
human participants), who are responsible for ensuring research compliance. These individuals
are required to keep all information confidential.

. Health care providers who provide services to your child in connection with this study.

. The study’s Principal Investigator

. Co-Investigators and other investigators

. Study Coordinator and Members of the Research Team

. Data and Safety Monitoring Boards and others authorized to monitor the conduct of the Study

We will do our best to make sure your child’s information stays private. But, if we share information with
people who do not have to follow the Privacy Rule, your child’s information will no longer be protected
by the Privacy Rule. Let us know if you have questions about this. However, to better protect your child’s
health information, agreements are in place with these individuals and/or companies that require that
they keep your child’s information confidential.

Why must | agree to the information in this document?

By agreeing to the information in this form, you will allow researchers to use and disclose your child’s
information described above for this research study. This is to ensure that the information related to this
research is available to all parties who may need it for research purposes. You always have the right to
review and copy your child’s health information in their medical record.

What if | change my mind?

The authorization to use and disclose your child’s health information collected during their participation
in this study will never expire. However, you may withdraw or take away your permission at any time.
You may withdraw your permission by telling the study staff or by writing to Julia Rosenberg, 333
Cedar Street, New Haven at the Yale University, New Haven, CT 06520.

If you withdraw your permission, your child will not be able to stay in this study but the care they get
from their doctor outside this study will not change. No new health information identifying your child will
be gathered after the date you withdraw your permission. Information that has already been collected
may still be used and given to others until the end of the research study to insure the integrity of the
study and/or study oversight.
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What if | want to refuse or end my child’s participation before the study is over?

Allowing your child to take part in this study is your choice. You can choose to give permission, or you
can choose not to give permission. You also can change your mind at any time. Whatever choice you
make, your child will not lose access to his or her medical care or give up any legal rights or benefits.

Your child will be asked to give their assent to be in the study. If they decide they do not want to be in
the study, they will not be enrolled in the study even if you have given permission. You will not be told
the reason why your child didn’t want to participate.

We would still treat your child with standard therapy or, at your request, refer you to a clinic or doctor
who can offer this treatment. Not participating or withdrawing later will not harm your child’s
relationship with their own doctors or with this institution.

To withdraw from the study, you can call a member of the research team at any time and tell them that
you no longer want your child to take part.

The researchers may withdraw your child from participating in the research if necessary. Such as if
your child indicates they no longer want to participate.

What will happen with my child’s data if they stop participating?

Your child can continue to participate in EMPOWER activities as much or as little as you would like if
they stop participating in the Zoom questions. You may request that the data be withdrawn from the
research once it is collected.

Who should | contact if | have questions?

Please feel free to ask about anything you don't understand.

If you have questions later or if you have a research-related problem, you can call the Principal
Investigator at 860-930-1702

If you have questions about your child’s rights as a research participant, or you have complaints about
this research, you call the Yale Institutional Review Boards at (203) 785-4688 or email
hrpp@yale.edu.

Authorization and Permission

Your verbal agreement which we will document now indicates that you have listened this consent
document and that you give permission for your child to be in this study.

We will provide you a copy of this document.


mailto:hrpp@yale.edu
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ENGLISH ADOLESCENT ASSENT
ADOLESCENT ASSENT FOR PARTICIPATION IN A RESEARCH STUDY
YALE UNIVERSITY

Study Title: Implementing and Evaluating a Wellness and Social-Emotional Learning Program for
Refugee Children During the COVID-19 Pandemic: EMPOWER

(Emotions Program Outside the Clinic and Wellness Education for Refugees)

Principal Investigator (the person who is responsible for this research): Julia Rosenberg, MD
MHS, 333 Cedar St, New Haven, CT

Phone Number: 860-930-1702

Why am | here?

e We are asking you to join a research study.

o The study will look at your experience with the summer program.

o It will take about one hour on two separate occasions, with questions asked on Zoom.

e [t will also involve participating in EMPOWER summer program, with about 3 hours in-person
and 1 hour on Zoom each week for two weeks.

e This assent form explains the research study and your part in the study.

e Please read it carefully. Take as much time as you need.

o Please ask the study staff questions about anything you do not understand.

e You can ask questions now or anytime during the study.

¢ If you join the study, you can change your mind later.

e You can quit the study at any time.

o We will also ask your parents to allow you to be in the study.

Why is this study being offered to me?

We are asking you to join a research study because you and your family are participating in a
summer program. We are looking for children who participated in the program, and about 70
total people to be part of this study to learn more about what the program is like for you and your
family.

What is the study about?

The purpose of this study is to evaluate the program that your family will be participating in or
has participated in, known as EMPOWER.

What will happen during the study?
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If you agree to take part in this study, this is what will happen: you will answer questions during two
separate interviews on zoom. We will ask you questions about feelings and emotions. You will
also be participating in the summer program, which will involve playing games, completing art
projects, and learning about health and wellness, and learning about COVID-19 safety and
emotions.

How long will | be in the study?

You will have 2 Zoom visits that will take about 1 hour each. This is in addition to the program, which
will be about 3 hours of in-person over two weeks and 1 hour of Zoom per week over four weeks.

What are the possible risks of the study?

You may experience some discomfort with some of the questions we ask, meaning that they may be
difficult to answer or it may be hard to think about and talk about emotions and feelings. Risks may
also include not enjoying or liking the program.

How will | learn any new important information about the study?

We will tell you and your parents if we learn any new information that could change your mind about
taking part in this study.

How can the study possibly benefit me or other people?

The study might benefit you by the experiences you will have in the summer program, including
learning new games and exercises, and learning about feelings and emotions.

The study might help other people by helping us understand more about the EMPOWER program and
how people who participate in the program feel about it.

Will it cost any money for me to be in the study?

You will not have to pay for taking part in this study. The only costs include transportation to the
program.

Will | be paid if | join the study?

You will not be paid for taking part in this study. Your family will receive a gift card for $25. You may
be responsible for paying state, federal, or other taxes for the payments you receive for being in this
study. Taxes are not withheld from your payments.

\ What other options do | have?

If you don’t want to be a part of this study, you have some other choices.
You could:
o Get treatment without being in a study. You can continue to participate in EMPOWER as
much or as little as you like whether or not you choose to continue to be in the study.
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e Take part in another study.

How do you protect my information?

We will keep information we collect about you confidential. We will share it with others if you agree to it
or when we have to do it because U.S. or State law requires it. For example, we will tell somebody if
you we learn that you are hurting a child or an older person.

All information you share will be kept on a password-protected computer. We will not store your
answers with your name, but instead will use an identification number.

When we publish the results of the research or talk about it in conferences, we will not use your name.
If we want to use your name, we would ask you for your permission.

We may also share information about you with other researchers for future research but we will not
use your name or other identifiers. We will not ask you for any additional permission.

Do | have to be in this study?

No, being in this study is up to you. You can say no now if you already know that you do not want to
join the study. You can say yes now and if you change your mind later, you can leave the study at any
time. Just tell the study staff that you no longer want to be part of it. The researchers may still use the
information they had already collected about you before you withdrew from the study.

There will be no negative consequences regardless of what you decide to do. Your decision will not
change the care you receive or benefits that you would normally get.

The researchers may withdraw you from participating in the research if necessary. If you or your
family no longer want to participate, you may stop at any time.

What if | have questions?

Please feel free to ask us about anything you don't understand.

If you have questions later or if you have a problem with the study, you can call the doctor in charge of
the study at 860-930-1702.

If you have questions about your rights as a research participant, or you have complaints about this
research, you call the Yale Institutional Review Boards at (203) 785-4688 or email hrpp@yale.edu.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S.
Law. This Web site will not include information that can identify you. At most, the Web site will include
a summary of the results. You can search this Web site at any time

Authorization and Permission
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Your agreement, which we will document with your permission now, indicates that you heard and
understand this consent form and the information presented and that you agree to be in this study.

We will provide you a copy of this assent form.
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ENGLISH CHILD ASSENT

Child’s Assent for Being in a Research Study
Yale-New Haven Hospital/Yale University School of Medicine

Title: EMPOWER Program Questions

Why am [ here?

We are asking you to take part in a research study because we are trying to learn more about your
feelings and emotions. We are inviting you to be in the study because you are participating in
EMPOWER this summer.

Why are they doing this study?
We want to understand the EMPOWER program and how EMPOWER may change how you think about

feelings and emotions.

What will happen to me?

You will take part in a summer program by playing games, doing stretching activities, and learning about
COVID-19 safety. We will also ask you questions over zoom. We’ll ask the questions two different times.

You may hear the same questions twice.

Will the study hurt?

You will only be participating in the program by answering questions, playing games, and doing some
light stretching and breathing exercises. You will also be answering questions over zoom. There will not
be anything that hurts. But if you are unsure or uncomfortable about questions or activities, you can

pause or stop.

Will the study help me?
We hope that participating in the EMPOWER program will help your emotions and feelings, but
we are not sure if it will.

What if I have any questions?

You can ask any questions that you have about the study. If you have a question later that you
didn’t think of now, you can call me at 860-930-1702 or ask me next time. A description of this
clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This
Web site will not include information that can identify you. At most, the Web site will include a
summary of the results. You can search this Web site at any time
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Do my parents know about this?
This study was explained to your parents and they said that you could be in it. You can talk this
over with them before you decide.

Do I have to be in the study?
You do not have to be in the study. No one will be upset if you don’t want to do this. If you don’t want

to be in this study, you just have to tell them. You can say yes now and change your mind later. It's up

to you.

Telling us now that you are ok answering these questions on zoom (which we will write down now)
means that that you agree to be in the study, and know what will happen to you. If you decide to quit
the study all you have to do is tell the person in charge.
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