
NCT Number: NCT03284788
Name: Wellness Achieved Through Changing Habits (The WATCH Study)
Approved: 2/13/2019

IRB Project # 201701609 Pre-Test-Parent Page 1 of 11
IRB Version: 10/19/2011
PI Version: 1/14/2019



INFORMED CONSENT FORM
to Participate in Research, and

AUTHORIZATION
to Collect, Use, and Disclose Protected

Health Information (PHI)

INTRODUCTION

Name of person seeking your consent:

Place of employment & position: 

Please read this form which describes the study in some detail. A member of the research
team will describe this study to you and answer all of your questions. Your participation is
entirely voluntary. If you choose to participate you can change your mind at any time and
withdraw from the study. You will not be penalized in any way or lose any benefits to which
you would otherwise be entitled if you choose not to participate in this study or to withdraw. If
you have questions about your rights as a research subject, please call the University of
Florida Institutional Review Board (IRB) office at (352) 273-9600.

GENERAL INFORMATION ABOUT THIS STUDY

1. Name of Participant ("Study Subject")

___________________________________________________________________

2. What is the title of this research study?

Acceptance-Based Therapy Weight Loss Intervention for Adolescents

3. Who do you call if you have questions about this research study?

Principal Investigator: Michelle Cardel, PhD, RD (352) 273-8811

Other research staff: Darci Miller, MPH, CHES (352) 294-5980
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4. Who is paying for this research study?

The sponsors of this study are the National Institutes of Health, WellCare Health Plans
Inc., and the Department of Health Outcomes and Biomedical Informatics at the
University of Florida.

5. In general, what do you need to know about this research study?

Agreeing to become involved in any research is always voluntary. By signing this form,
you are not waiving any of your legal rights. If you decide not to participate in this
research, you will not be penalized in any way and you will not lose any benefits to
which you are entitled. If you have questions about your rights as a research subject,
please call the University of Florida Institutional Review Board (IRB) office at (352) 273-
9600.

a) In general, what is the purpose of the research, how long will you be involved?

The purpose of this research study is to investigate the effect of an acceptance-
based therapy (ABT) weight loss intervention on teens, to receive feedback about
the program, and to learn about the changes we could make to improve the
program. As the parent, we are collecting your information to get a better idea of
how information about you may affect your child’s outcomes in this program. The
program will be approximately 8 months in duration for a total of 3 clinic visits (2
baseline visits and post-treatment).

b) What is involved with your participation, and what are the procedures to be
followed in the research?

If you decide to participate, you will be asked to come to the clinic visits your child
is asked to attend as part of the ABT weight loss program. This includes 2 baseline
clinic visits and a post-treatment clinic visit. You will be asked to fill out
questionnaires/surveys about yourself and your health. We will also record health
measures including blood pressure, heart rate, height/weight, and the waist
circumference.

c) What are the likely risks or discomforts to you?

This is a low-risk study, however there is a slight risk that information could be
revealed inappropriately or accidentally. You may also experience feelings of stress
or anxiety while completing the surveys.

d) What are the likely benefits to you or to others from the research?

There are no direct benefits to you for taking part in the study. However, it will assist
in the development of future weight loss interventions for teens.

e) What are the appropriate alternative procedures or courses of treatment, if
any, that might be helpful to you?

Appropriate alternative courses of treatment include regular wellness visits to your
clinician.

IRB Project # 201701609 Pre-Test-Parent Page 3 of 11
IRB Version: 10/19/2011
PI Version: 1/14/2019



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

Additional and more detailed information is provided within the remainder of this
Informed Consent form, please read before deciding if you wish to participate in this
study.

WHAT CAN YOU EXPECT IF YOU PARTICIPATE IN THIS STUDY?

6. What will be done as part of your normal clinical care (even if you did not
participate in this research study)?

This study will not change your normal clinical care.

7. What will be done only because you are in this research study?

If you decide to participate, you will be asked to come to the clinic visits your child is
asked to attend as part of the ABT weight loss program. This includes 2 baseline clinic
visits and a post-treatment clinic visit. You will be asked to fill out
questionnaires/surveys about yourself and your health. We will also record health
measures including blood pressure, heart rate, height/weight, and waist circumference.

The entire study will be conducted at HealthStreet and/or on University of Florida’s
campus.

Once this research study is completed, any information that could identify you might
be removed from any identifiable private information or identifiable biospecimens
collected and that, after such removal, the information or biospecimens could be used
for future research studies or distributed to another investigator for future research
studies without additional informed consent from you or your legally authorized
representative.

If you have any questions now or at any time during this research study, please contact
one of the research team members listed in question 3 of this form.

8. How long will you be in this research study?

You will be in this research study for a total time of approximately 8 months. However,
we will only be collecting information from you at 3 different time points (2 baseline clinic
visits and post-treatment).

9. How many people are expected to take part in this research study?

This research study plans to enroll up to 565 participants.
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WHAT ARE THE RISKS AND BENEFITS OF THIS STUDY AND

WHAT ARE YOUR OPTIONS?

10. What are the possible discomforts and risks from taking part in this research
study?

There is a slight risk that information could be revealed inappropriately or accidentally.
Depending upon the nature of this information, such a release could upset or embarrass
you. However, we take all possible measures to prevent the release of any private
information and all data collected kept in a locked office in a locked cabinet of the
Principal Investigator or behind a firewall on a University of Florida protected data
management system. Questions 17-21 in this form discuss what information about you
will be collected, used, protected, and shared.

You may also experience feelings of stress or anxiety while completing the
questionnaires/surveys.

This study may include risks that are unknown at this time.

If you indicate that you are going to hurt yourself or someone else at any time
throughout the study, a member of the study team will call ‘911’ and you will be asked
not to leave the study site.

If your scores during the study indicate that you need assistance with mental wellness
or eating disorders, we will provide you with a list of resources.

Participation in more than one research study or project may further increase the risks to
you. If you are already enrolled in another research study, please inform one of the
research team members listed in question 3 of this form or the person reviewing this
consent with you before enrolling in this or any other research study or project.

Throughout the study, the researchers will notify you of new information that may
become available and might affect your decision to remain in the study.

If you wish to discuss the information above or any discomforts you may experience,
please ask questions now or call one of the research team members listed in question 3
in this form.

11a. What are the potential benefits to you for taking part in this research study?

There are no direct benefits to you for taking part in the study. However, it will assist in
the development of future weight loss interventions for adolescents.
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11b. How could others possibly benefit from this study?

Participation in this study will result in your contribution to the good of science and will
enhance knowledge in the field. Your participation could assist in development of future
weight loss interventions for adolescents.

11c. How could the researchers benefit from this study?

In general, presenting research results helps the career of a scientist. Therefore, the
Principal Investigator listed in question 3 of this form may benefit if the results of this
study are presented at scientific meetings or in scientific journals. No identifiable
information will be included in presentations at scientific meetings or in scientific
journals.

12. What other choices do you have if you do not want to be in this study?

Your participation in this study is completely voluntary. There is no penalty for not
participating.

If you are a student, you have been invited to participate in this research because you
meet preliminary enrollment criteria and you are willing to participate. The investigator
associated with this project may or may not teach in your college or be associated with
courses for which you are enrolled or might be expected to register in the future. Your
participation in this study is voluntary and any decision to take part or not participate
will in no way affect your grade or class standing.

If you believe that your participation in this study or your decision to withdraw from or
to not participate in this study has improperly affected your grade(s), you should discuss
this with the dean of your college or you may contact the IRB office at (352) 273-9600.

13a. Can you withdraw from this study?

You are free to withdraw your consent and to stop participating in this study at any time. If
you do withdraw your consent, you will not be penalized in any way and you will not lose
any benefits to which you are entitled.

If you decide to withdraw your consent to participate in this study for any reason, please
contact one of the research team members listed in question 3 of this form. They will
tell you how to stop your participation safely.

If you have any questions regarding your rights as a research subject, please call the
Institutional Review Board (IRB) office at (352) 273-9600.

13b. If you withdraw, can information about you still be used and/or collected?

If you withdraw from this study, your research information will no longer be collected.
However, information that has already been collected will continue to be used to the
extent that the researchers have used it in this research study.
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13c. Can the Principal Investigator withdraw you from this study?

You may be withdrawn from the study without your consent for the following reasons:

· The Principal Investigator decides that continuation could be harmful to you
· You do not follow the study plan
· Other reasons affecting administration of the research study

WHAT ARE THE FINANCIAL ISSUES IF YOU PARTICIPATE?

14. If you choose to take part in this research study, will it cost you anything?

Study Services

The Sponsor will pay for or provide all study services/activities required as part of
your participation in this study. There will be no cost to you. If you receive a bill related
to this study, please contact Dr. Michelle Cardel at (352) 273-8811.

Items/Services Not Paid for by the Sponsor

Any other medical services provided to you that are not directly required by this study
will be billed to you or your insurance company in the usual manner.

15. Will you be paid for taking part in this study?

You will be not be compensated for participation in the study.

16. What if you are injured because of the study?

If you are injured as a direct result of your participation in this study, only the
professional services that you receive from any University of Florida Health Science
Center healthcare provider will be provided without charge. These healthcare
providers include physicians, physician assistants, nurse practitioners, dentists or
psychologists. Any other expenses, including Shands hospital expenses, will be billed
to you or your insurance provider.

You will be responsible for any deductible, co-insurance, or co-payments. Some
insurance companies may not cover costs associated with research studies or
research-related injuries. Please contact your insurance company for additional
information.

The Principal Investigator will determine whether your injury is related to your
participation in this study.

No additional compensation is routinely offered. The Principal Investigator and others
involved in this study may be University of Florida employees. As employees of the
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University, they are protected under state law, which limits financial recovery for
negligence.

Please contact one of the research team members listed in question 3 of this form if
you experience an injury or have questions about any discomforts that you
experience while participating in this study.

17. How will your health information be collected, used and shared?

If you agree to participate in this study, the Principal Investigator will create, collect, and
use private information about you and your health. This information is called protected
health information or PHI. In order to do this, the Principal Investigator needs your
authorization, through your signature on this consent form. The following section
describes what PHI will be collected, used and shared, how it will be collected, used,
and shared, who will collect, use or share it, who will have access to it, how it will be
secured, and what your rights are to revoke this authorization.

Your protected health information may be collected, used, and shared with others to
determine if you can participate in the study, and then as part of your participation in
the study. This information will be created by participating in study procedures, from
your study visit and through telephone calls. More specifically, the following information
may be collected, used, and shared with others in the research team:

· Height, weight, waist circumference, heart rate, blood pressure, and responses
from questionnaires/surveys

This information will be stored in locked filing cabinets or on computer servers with
secure passwords, or encrypted electronic storage devices.

Some of the information collected could be included in a "limited data set" to be used for
other research purposes. If so, the limited data set will only include information that does
not directly identify you. For example, the limited data set cannot include your name,
address, telephone number, social security number, photographs, or other codes
that link you to the information in the limited data set. If limited data sets are created
and used, agreements between the parties creating and receiving the limited data set
are required in order to protect your identity and confidentiality and privacy.

18. For what study-related purposes will your protected health information be
collected, used, and shared with others?

Your PHI may be collected, used, and shared with others to make sure you can
participate in the research, through your participation in the research, and to evaluate
the results of the research study. More specifically, your PHI may be collected, used,
and shared with others for the following study-related purpose(s):

· The PHI collected from you throughout the study is needed to give us a better
idea of how information about you may affect your child’s outcomes in the
program.
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Once this information is collected, it becomes part of the research record for this study.

19. Who will be allowed to collect, use, and share your protected health information?

Only certain people have the legal right to collect, use and share your research records,
and they will protect the privacy and security of these records to the extent the law
allows. These people include:

·  the study Principal Investigator (listed in question 3 of this form) and research
staff associated with this project.

· other professionals at the University of Florida or Shands Hospital that provide
study-related treatment or procedures.

· the University of Florida Institutional Review Board (IRB; an IRB is a group of
people who are responsible for looking after the rights and welfare of people
taking part in research).

20. Once collected or used, who may your protected health information be shared
with?

Your PHI may be shared with:

· the study sponsor (listed in Question 4 of this form).
· United States governmental agencies who are responsible for overseeing

research, the Department of Health and Human Services, and the Office of
Human Research Protections.

· Government agencies who are responsible for overseeing public health
concerns such as the Centers for Disease Control and federal, state and local
health departments.

Otherwise, your research records will not be released without your permission unless
required by law or a court order. It is possible that once this information is shared with
authorized persons, it could be shared by the persons or agencies who receive it and it
would no longer be protected by the federal medical privacy law.

21. If you agree to take part in this research study, how long will your protected
health information be used and shared with others?

Your PHI will be used and shared with others until the end of the study.

You are not required to sign this consent and authorization or allow researchers to
collect, use and share your PHI. Your refusal to sign will not affect your treatment,
payment, enrollment, or eligibility for any benefits outside this research study. However,
you cannot participate in this research unless you allow the collection, use and sharing of
your protected health information by signing this consent and authorization.

You have the right to review and copy your protected health information. However, we
can make this available only after the study is finished.
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You can revoke your authorization at any time before, during, or after your participation in
this study. If you revoke it, no new information will be collected about you. However,
information that was already collected may still be used and shared with others if the
researchers have relied on it to complete the research. You can revoke your
authorization by giving a written request with your signature on it to the Principal
Investigator.
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SIGNATURES

As an investigator or the investigator’s representative, I have explained to the participant
the purpose, the procedures, the possible benefits, and the risks of this research study;
the alternative to being in the study; and how the participant’s protected health
information will be collected, used, and shared with others:

______________________________________________
Signature of Person Obtaining Consent & Authorization

___________________
Date

Consenting Adults. You have been informed about this study’s purpose, procedures,
possible benefits, and risks; the alternatives to being in the study; and how your protected
health information will be collected, used and shared with others. You have received a
copy of this Form. You have been given the opportunity to ask questions before you sign,
and you have been told that you can ask other questions at any time.

Adult Consenting for Self. By signing this form, you voluntarily agree to participate in this
study. You hereby authorize the collection, use and sharing of your protected health
information as described in sections 17-21 above. By signing this form, you are not
waiving any of your legal rights.

________________________________________________
Signature of Adult Consenting & Authorizing for Self
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