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Seizure Characteristics in Pallister Killian Syndrome


Consent/Parental Permission and Authorization Document
for Humanities or Social/Behavioral Science Research

BACKGROUND
You are being asked to take part in a research study.  Before you decide to do so, it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully.  Ask us if there is anything that is not clear or if you would like more information. 

The purpose of the study is to better understand the frequency and types of seizures (or other seizure-like activity) found in patients with Pallister Killian Syndrome (PKS).   We intend to do this by asking the parents of children with PKS to complete a survey that was created specifically for this purpose.  We may also ask parents to send us copies of their child’s medical or neurological records.  We believe that an improved understanding of the seizure patterns associated with PKS and their response to treatment may help parents to differentiate between seizures and other seizure-like phenomena and to recognize these behaviors earlier in their child’s life.  We also hope that such information would allow medical care providers to further educate parents and anticipate their patients’ ongoing needs.  

The researchers conducting this study are: Meghan Candee, MD MS; Francis Filloux, MD; and John Carey, MD (all affiliated with the University of Utah and Primary Children’s Medical Center); as well as Ian Krantz, MD (Children’s Hospital of Philadelphia). 

STUDY PROCEDURE

You or your child (if your child is at least 18 years of age) will be asked to complete a survey regarding your child’s diagnosis with PKS, his or her history of seizures (e.g. seizure type(s), frequency, length, timing, etc), any medications he or she may take for seizures, and any testing or hospitalization he or she may have had as a result of having had seizures.  It will take you approximately 20 minutes to complete this survey.  After receiving the survey, you may also be asked to send the researchers copies of your child’s medical or neurological records (such as EEG or MRI results) that are related directly to your child’s seizure or neurological condition.  You would be asked to send these by mail, email or fax depending on convenience.  Questionnaires and all medical information you provide will be kept in a locked cabinet in a locked office or on a password protected computer that belongs to one of the researchers.  None of this information will be released to anyone else not directly associated with the researchers.  
RISKS
The risks of this study are minimal. You may feel upset thinking about, remembering, or sharing personal information related to your child’s diagnosis with PKS or your child’s seizure history.  These risks are similar to those you experience when discussing personal information with others.  If you feel upset from this experience, you can tell the researcher, and he/she will tell you about resources available to help. Also, the questionnaires or records could be stolen or taken by someone not associated with the study.  All efforts will be made to keep the information fully protected and confidential.
BENEFITS
We cannot promise any direct benefit from participating in this study.  However, we hope the information gained from this study may help develop a greater understanding of the types of seizures and seizure-like activity associated with PKS.
CONFIDENTIALITY
Your data will be kept confidential.  Data and records will be stored in a locked filing cabinet or on a password protected computer located in the researcher’s workspace.  Only the researcher and members of his/her study team will have access to this information. 

Person to Contact

If you have any questions, complaints or concerns about this study, you can contact the principal investigator, Dr. Meghan Candee by phone at (801) 662-1000 or by e-mail at Meghan.Candee@hsc.utah.edu.  If you feel you have been harmed in any way as a result of your participation in this study, please contact Dr. Francis Filloux by phone at 801-662-5696 or by e-mail at Francis.Filloux@hsc.utah.edu.

Institutional Review Board: Contact the Institutional Review Board (IRB) if you have questions regarding your rights as a research participant. Also, contact the IRB if you have questions, complaints or concerns which you do not feel you can discuss with the investigator. The University of Utah IRB may be reached by phone at (801) 581-3655 or by e-mail at irb@hsc.utah.edu.  
Research Participant Advocate:  You may also contact the Research Participant Advocate (RPA) by phone at (801) 581-3803 or by email at participant.advocate@hsc.utah.edu. 
VOLUNTARY PARTICIPATION

It is up to you to decide whether to take part in this study.  Refusal to participate or the decision to withdraw from this research at any time will involve no penalty or loss of benefits to which you are otherwise entitled.  This will not affect your relationship with the investigator or co-investigators.  If you choose to stop participating in the study the researchers will delete and destroy all of your child’s information in their possession.
COSTS AND COMPENSATION TO PARTICIPANTS  

The only cost for your participation in this study is the cost of postage needed to mail your survey, consent form, and potentially any additional records to the study investigators.  Participants will be compensated for the cost of postage when receipts are enclosed or the exact cost of shipping fees is passed on to the research team.  There is no additional compensation for your participation in this study.

AUTHORIZATION FOR USE OF YOUR PROTECTED HEALTH INFORMATION
Signing this document means you allow us, the researchers in this study, and others working with us to use information about your child’s health for this research study. You can choose whether or not you will participate in this research study. However, in order to participate you have to sign this consent and authorization form.  This is the information we will use:  your child’s medical history (including diagnoses, hospitalizations, and seizure records), your child’s current and past medications or therapies for seizures, and your child’s IQ, EEG or MRI results (if/when available).

Others who will have access to your information for this research project are the University’s Institutional Review Board (the committee that oversees research studying people) and authorized members of the University of Utah Health Sciences Center and Primary Children’s Medical Center who need the information to perform their duties (for example: to ensure integrity of the research,).

All questionnaires and medical records received will be immediately coded with a unique numerical identifier (UNI).  This UNI will be used for analyzing all patient data and as needed when disclosing any records or information outside of the University of Utah Health Sciences Center or Primary Children’s Medical Center.  We will keep the key to the unique numerical identifiers in a password protected computer and will destroy the key to the code at the end of the research study.

You may revoke this authorization.  This must be done in writing. You must either give your revocation in person to the Principal Investigator or the Principal Investigator’s staff, or mail it to Dr. Meghan Candee at Primary Children’s Medical Center, Pediatric Residency Program, 100 N. Mario Capecchi Drive, Salt Lake City, UT 84113.  If you revoke this authorization, we will not be able to collect new information about your child, and your child will be withdrawn from the research study. However, we can continue to use information we have already started to use in our research, as needed to maintain the integrity of the research.  This authorization does not have an expiration date. 

CONSENT: I confirm that I have read this consent and authorization document and have had the opportunity to ask questions. I will be given a signed copy of the consent and authorization form to keep.

I agree to have my child participate in this research study and authorize you to use and disclose health information about my child for this study, as you have explained in this document.

________________________



________________________

Parents’ Names




   
Child’s Name
________________________



____________

Parents’ Signatures

Date

________________________

Name of Person Obtaining Authorization and Consent

________________________



____________

Signature of Person Obtaining Authorization and Consent
Date
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