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PEDIATRIC HEART NETWORK

	Fontan Follow-up Study

	
	

	
	  Information for Patients Who Participated
 in the Fontan 1 Study  

	
	


About six years ago, you participated in the Fontan 1 Study.  The study was done to see how well children with single ventricle heart defects do after their Fontan surgery.  The study included completion of health status questionnaires and a number of tests to see how well your heart was functioning.  In the Fontan Follow-up Study, we would like to learn how you have done and what factors have affected your health since the first study ended.  This study is being done at seven medical centers in the U.S. and Canada and is funded by the National Heart, Lung and Blood Institute of the National Institutes of Health.  
How do I join?

In order for you to participate in this study, you must sign an informed consent form. 

What tests are required during the study?

If you join the Fontan Follow-up Study, investigators will contact you and look at your medical chart to collect information regarding surgeries, complications, tests, and treatments you have had. We will also ask if you are taking medicines, where you are getting medical care, and if you are receiving health services like physical or speech therapy. You will be asked to sign a form allowing us to get data from other places that you go to for care.  There are no required study visits.  In addition to our review of your medical records, the study includes:
Questionnaires:  We will ask you to complete questionnaires about yourself.  Some of these questionnaires will be completed in a telephone interview.  Other questionnaires are designed to be filled out by you, and these will be mailed to your home. The study nurse will explain the forms to you and how to fill them out.  The questionnaires will ask you about your physical and emotional well-being, as well as about your household, education, work status, and medical care.  The questionnaires may take about 40-50 minutes to complete. 
If you are 18 years of age or younger, we will also ask one of your parents to complete two questionnaires about your health and well-being.  We may also ask them questions about your household, education, work status, and medical care in a telephone interview.  You can participate in the study even if your parents do not agree to complete the questionnaires.  
Follow-up 

We want to continue to follow the patients in this study for years to come, through childhood and into the young adult years.  Therefore, if you agree to participate in this study, we will review your medical records and may contact you once a year by a brief telephone call or letter for up to 10 years.  We will ask you about how you are doing if this information is not available in the medical record, and we will describe any further follow-up studies.  If you agree to participate in this study, you are not committed to participating in any other future studies.  

Is there any cost?

The questionnaires required by the study will be provided to you free of charge.  The study will pay for all mailing costs of questionnaires. 
Can I withdraw?

Your decision to participate in this study is completely voluntary.  You may decline to participate or you may withdraw from the study at any time.  Refusal to participate or withdrawal from the study will not affect your medical care now or in the future.

Confidentiality

You have a right to privacy and your participation in this research study will remain confidential.  Your name will not be used in any published report of information from this study.

Your participation in this research study will help to contribute to a better understanding of the long-term outcomes after Fontan surgery and may lead to improvement of care of children and young adults with similar problems in the future.  Please consider taking part in this important research endeavor.
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