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The confidentialilty of the human subjects will be maintained by giving them code names to which they will be
referred so their actual identities will only be known to the researcher and the faculty advisor.

19. Application Components (Check all items that are included):

A completed application package must include the following:

[X] Application Form

[X] CITI Training Completion Reports for all investigators, key personnel, and faculty advisors

[[] 1 applicable: Form M: Research Involving Minors/Children

[[] 1f applicable: Form P: Research Involving Prisoners

[] 1f applicable: Form I: Research Involving Decisionally-Impaired Individuals

[] 1f applicable: Form W: Research Involving Wards of the State

If applicable: recruitment materials (i.e., advertisements, flyers, telephone scripts, verbal recruitment
scripts, cover letters, etc.)

[X] If applicable: Consent form (required in most all cases), assent form (for subjects who are minors), and
parent/guardian permission form (if subjects are minors)

[X] If applicable: Instrument(s) to be used for data collection (i.e., questionnaire, interview questions, or
assessment scales)

[] 1f applicable: grant/contract proposal narrative (required if study is funded)

[[] 1 applicable: letter(s) granting permission to use off-campus facility for research

20. Principal Investigator Statement:
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1 certify that this document fully discloses the involvement of human subjects in this research study and
that human subjects will not be involved in any other way. I agree to follow the approved protocol in the
conduct of th/s stua'y and to abide by EKU Po//cy 4. 4 12: Protect/ng Human Subjects in Research

I agree:

A. to accept responsibility for the scientific and ethical conduct of this research study;

B. to obtain prior approval from the Institutional Review Board before implementing any changes to the
research protocol or the study’s documents, including those approved for recruitment, consent, and
data collection;

C. to immediately report to the IRB any serious adverse reactions and/or unanticipated effects on
subjects which may occur as a result of this study;

D. to maintain records related to this protocol for a period of three years following the project’s

completion;
E. to adhere to IRB reporting requirements, including annual continuing reviews and filing the final
report.
David Simpson D&‘/ V24 // i\JMA/‘ N [; 3 ‘. L)
Name Slgnature Date

. Department Chairperson's Approval: (If the PI is also the Department Chair, the Dean or equivalent must

sign.)
I have reviewed this application and attest to the scientific merit of this study and the competency of the
investigator(s) to conduct the pr

Neen Sclwock ?E/J-F/&Mu )JW Tl e

Name Signature Date

Faculty Advisor’s Approval: (required if PI is an EKU student)

I have reviewed this application and attest to the scientific merit of this study and the competency of the
investigator(s) to conduct the project. I understand that, as faculty advisor, I am responsible for guiding
work on this project to ensure that the research protocol and EKU Policy 4.4.12: Protecting Human Subjects
in Research (http://www.policies.eku.edu/academic/human subjects/4.4.12 protecting_ human_subjects in_research bor 1.11.pdf) are
followed. I understand that I am responsible for maintaining records related to this study for a period of
three years from the study’s completion. I understand that, as faculty advisor, I am responsible for
ensuring that reports are fii /ed ith the IRB in aAimely manner and agree to file reports on behalf of the
student researcher if n

Julie Baltisberger A/ A d’ % \g, /} 4/ rﬂo /KS/
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Appendix B:

Consent Form
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Consent to Participate in a Research Study

The lived experiences of families involved in the adoption process who participate in
OT services.

Why am | being asked to participate in this research?

You are being invited to take part in a research study about families who have both
adopted a child and put them through OT services. You are being invited to participate
in this research study because you have adopted a child and qualify for this study. If you
take part in this study, you will be one of about two people to do so.

Who is doing the study?

The person in charge of this study is David Simpson at Eastern Kentucky University.
He/She is being guided in this research by Dr. Julie Baltisberger, PhD, OTR/L.

What is the purpose of the study?

The purpose of this study will be to describe the experiences of families, or a group of
individuals living together in a household, who utilize occupational therapy services for
their children who have been adopted.

By doing this study, we hope to learn how successful the OT services were for both the
family and the child.

Where is the study going to take place and how long will it last?

The research procedures will be conducted at Eastern Kentucky University, over Skype,
or at a location that is convenient for the participant. You will need to come to Eastern
Kentucky University 1 time during the study. Each of those visits will take about 1-2
hours. The total amount of time you will be asked to volunteer for this study is no more
than 120 minutes over the next 6 months.

What will | be asked to do?

You will be asked to sit for an interview with the researcher for about an hour or 2. You
will be asked questions about the adoption and the therapy processes of which you
participated in.

What are the possible risks and discomforts?
To the best of our knowledge, the things you will be doing have no more risk of harm than
you would experience in everyday life.

If the research involves any procedures that could cause possible emotional or mental
harm, include the following statement:
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Although we have made every effort to minimize this, you may find some questions we
ask you to be upsetting or stressful. If so, we can tell you about some people who may be
able to help you with these feelings.

Will | benefit from taking part in this study?

You will not get any personal benefit from taking part in this study.
Do | have to take part in this study?

If you decide to take part in the study, it should be because you really want to volunteer.
You will not lose any benefits or rights you would normally have if you choose not to
volunteer. You can stop at any time during the study and still keep the benefits and rights
you had before volunteering.

If | don’t take part in this study, are there other choices?

If you do not want to be in the study, there are no other choices except to not take part in
the study.

What will it cost me to participate?
There are no costs associated with taking part in this study.

Will | receive any payment or rewards for taking part in the study?
You will not receive any payment or reward for taking part in this study.

Who will see the information I give?

Your information will be combined with information from other people taking part in
the study. When we write up the study to share it with other researchers, we will write
about this combined information. You will not be identified in these written materials.

This study is anonymous. That means that no one, not even members of the research
team, will know that the information you give came from you.

However, there are some circumstances in which we may have to show your
information to other people. For example, the law may require us to show your
information to a court or to tell authorities if we believe you have abused a child or are
a danger to yourself or someone else. Also, we may be required to show information
that identifies you to people who need to be sure we have done the research correctly.

Can my taking part in the study end early?
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If you decide to take part in the study, you still have the right to decide at any time that
you no longer want to participate. You will not be treated differently if you decide to stop
taking part in the study.

The individuals conducting the study may need to end your participation in the study.
They may do this if you are not able to follow the directions they give you, if they find that
your being in the study is more risk than benefit to you, or if the agency funding the study
decides to stop the study early for a variety of scientific reasons.

What happens if | get hurt or sick during the study?

If you believe you are hurt or if you get sick because of something that is done during the
study, you should call David Simpson at 859-626-2321 immediately. It is important for
you to understand that Eastern Kentucky University will not pay for the cost of any care or
treatment that might be necessary because you get hurt or sick while taking part in this
study. That cost will be your responsibility. Also, Eastern Kentucky University will not pay
for any wages you may lose if you are harmed by this study.

Usually, medical costs that result from research-related harm cannot be included as
regular medical costs. Therefore, the costs related to your child’s care and treatment
because of something that is done during the study will be your responsibility. You should
ask your insurer if you have any questions about your insurer’s willingness to pay under
these circumstances.

What if | have questions?

Before you decide whether to accept this invitation to take part in the study, please ask
any questions that might come to mind now. Later, if you have questions about the study,
you can contact the investigator, David Simpson at 859-626-2321. If you have any
guestions about your rights as a research volunteer, contact the staff in the Division of
Sponsored Programs at Eastern Kentucky University at 859-622-3636. We will give you a
copy of this consent form to take with you.

What else do | need to know?

You will be told if any new information is learned which may affect your condition or
influence your willingness to continue taking part in this study.

I have thoroughly read this document, understand its contents, have been given an

opportunity to have my questions answered, and agree to participate in this research
project.
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Signature of person agreeing to take part in the study Date

Printed name of person taking part in the study

Name of person providing information to subject
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Appendix C:
Data Collection Methods

35



Interview Protocol

1. Can you describe the adoption process? When did it occur and what did it look like?
2. What made you decide to pursue OT services for your child?

3. How long has your child been receiving OT services? How long do the sessions
usually last?

4. What skills/activities does the OT do with your child?
5. How would you describe your interactions with the OT?

6. How have OT services influenced your family’s life?
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