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Introduction:

Your child is being asked to participate in a research study. As the

parent/caregiver, you are being asked to give consent for your child to beina research
study. You are being asked to do this because your child is a minor. This document
describes the research study that your child is being asked to participate in and what the
study will involve. Please read this document carefully and do not hesitate to ask any
questions at any time. Participation in this study is completely voluntary. It is up to you to
decide whether or not you want your child to participate. If you decide to allow your
child to participate, you will receive a signed copy of this document for your records.
Also, if you decide to allow your child to participate, you can change your mind at any
time and withdraw from the study without giving a reason. This will not affect the quality
of care your child will receive.

Purpose:

Your child is being asked to participate in a research project because your child has a
burn injury. This study seeks to better understand your child’s perceptions of a child
education book called “The Pediatric Burn Handbook®©.” Your child will be asked to
read and color in the Pediatric Burn Handbook®©. They will then be asked to draw a
picture of themselves after coloring and reading the book. Your child will be asked to
describe their pictures to the researcher in their own words. This discussion will be audio-
taped and transcribed by the researcher. The interaction with your child will take about
one hour. The researcher will also need to keep the original picture or a copy of the
picture for analysis purposes. These are the only requests that will be made of you and
your child. You will be able to stay in your child’s room when this process is going on so
that your child is not afraid and is comforted by having you there.
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Study Procedures:

Your child will be given The Pediatric Burn Handbook®©. The student investigator in this
study will read the book to your child. Your child will be given time to color in the book.
The child will be asked to draw a picture about “what this book meant to you.” Your
child will be given a white coloring pad and colored markers. After your child completes
the picture, the researcher will then ask your child to “tell me about your picture.” The
story your child shares with the researcher will be audio taped and later transcribed word
for word. The entire procedure should not take more than an hour. If your child would
like a copy of their picture they can either keep the original or a photocopy will be made
for them. Your child’s participation will be over after this interaction is completed.

Risks and Discomforts:

This research study consists solely of allowing the researcher to read a story to your child
and allowing them to color a picture. The student researcher will then ask your child to
tell her about the picture they had drawn. This study does not require your child to have
any additional procedures or treatments. Therefore, being in this study does not involve
any physical risks or discomfort that your child would not face during your routine
treatment. There are no perceived risks “greater than everyday experiences” associated
with your child’s participation in the study. However, if the process leads to emotional
distress or upsets you or your child, the session will be immediately stopped. The student
researcher will stop the audio recording and leave the room to contact your child’s health
care team.

Benefits:

Potential benefits for your child will be added education about how to care for their body
since it has burned. The study hopes to help nurses better understand what the pediatric
burn patient is experiencing and if the teaching tool "The Pediatric Burn Handbook®©"
has helped them understand how to care for their bodies after going home. This may be a
new effective teaching tool and way to communicate with children with burn injuries.

Alternatives to Study Treatment and/or Participation:

The alternative to participating in the study is that your child does not have to participate.
The interview with the researcher is not part of the standard care your child would
normally receive but your child will still be given the teaching tool “The Pediatric Burn

Handbook®©.”

Cost and Compensation:

This study will be of no cost to you or your insurance company. Your child will be given
markers and a coloring pad on which to draw their picture. They will be able to keep the
markers and coloring pad and take it home with them. This will be the only compensation

for participating in this study.
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Authorization for Release of Health Information and Confidentiality:

In order to participate in this research study, you must authorize the release of your child’s
health information related to and used for purposes of this research study. The Principal
Investigator, Maryann Godshall is responsible for overseeing the use and disclosure
(sharing) of your health information. Any information about your child or your child’s
treatment obtained from this research including your child’s age, gender, race, grade level
in school, type of burn injury (for example if the injury occurred as a result of flame or
scald), area of the body burned (to determine if it impacts the child’s ability to participate),
and the percentage of body surface area burned will be kept confidential and never
identified in any report. Should results of this study be reported in nursing journals or at
meetings, the names of all participants will remain anonymous. Only authorized
representatives, such as the Department of Health and Human Services (DHHS) and
Lehigh Valley Health Network’s Institutional Review Board (IRB, a research ethics and
study participant protection committee), will have access to your medical records relating
to this research; all information examined will be coded and kept confidential. However,
because of this potential need to release information to outside parties, absolute
confidentiality cannot be guaranteed.

Your child’s study-related health information may be re-disclosed by any of the organizations
listed above and may no longer be protected. This re-disclosure would be done only in your
child’s best interests; the agencies listed above monitor research to ensure studies are conducted
appropriately and ethically.

This authorization to release your child’s health information is effective from the date you sign
this consent and authorization form until the data (study results) are statistically analyzed. After
receiving authorization, your child’s current medical records will be reviewed to ensure your
child is eligible to participate in this study, and his or her health status is accurately reflected in
the information reported for the study.

Your child will be allowed to participate in this study only after you give your

authorization to release your child’s study-related health information. You may withdraw

your authorization at any time, in writing, by notifying Maryann Godshall, PhD(c), MSN,
CPN, CCRN ofo Pedintric tensive Care Uit (PICUY of Lehigh Valley Health Network.

Your withdrawal of authorization will be effective upon receipt of this written notice and will
allow the investigator to use only the health information that was gathered up until your
withdrawal to the extent necessary to preserve the integrity of (follow through and properly
complete) the research study. Your withdrawal from participation in the study itself, as
discussed below, will automatically withdraw your authorization to use your health information
data.
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