Insert Hospital Here
Consent to be a Research Subject and HIPAA Authorization


Title:  Pediatric Heart Transplant Society (PHTS)

Principal Investigator:  INSERT PI NAME HERE

If you are the legal guardian of a child who is being asked to participate, the term “you” used in this consent refers to your child.

Introduction
You are being asked to be in a medical research study. This form is designed to tell you everything you need to think about before you decide to consent (agree) to be in the study or not to be in the study.  It is entirely your choice.  If you decide to take part, you can change your mind later on and withdraw from the research study. The decision to join or not join the research study will not cause you to lose any medical benefits.  If you decide not to take part in this study, your doctor will continue to treat you.

Before making your decision:
· Please carefully read this form or have it read to you
· Please listen to the study doctor or study staff explain the study to you 
· Please ask questions about anything that is not clear

You can take a copy of this consent form, to keep. Feel free to take your time thinking about whether you would like to participate. You may wish to discuss your decision with family or friends. Do not sign this consent form unless you have had a chance to ask questions and get answers that make sense to you.  By signing this form you will not give up any legal rights.

Study Overview
You are being invited to take part in this research study because you are planning to have a heart transplant and are 18 years of age or younger.

The Pediatric Heart Transplant Society Registry (PHTS) pools information from a large number of pediatric heart transplant centers into a single database to learn more about pediatric heart transplantation.  

[bookmark: _GoBack]The primary purpose of the study is to determine how pediatric heart transplants fail and succeed.  All parts of the transplant process are studied, including: 1) reason for transplantation and severity of illness prior to transplant; 2) information about donors; 3) medicines used after transplant; 4) rejection and rejection treatment after transplant; 5) infection after transplant; 6) survival; and 7) long-term heart transplant complications including coronary artery disease and development of lymphoma (cancer).  By pooling the experiences of many transplant centers, we hope to better understand and advance our knowledge about pediatric heart transplantation.  

Procedures
Participation in this study involves a member of the study team collecting information about your medical condition before and after cardiac transplantation to include in the PHTS registry. Your name is not included on the forms used to collect this data, but your initials are included in a code number that we use to label the forms and keep track of all your information.  Your birth date is included in the data. Other protected health information that will be collected and reported on the data forms include dates of service (for example: date of heart transplant, date of admission to hospital), as well as donor information.  There are no research procedures or extra visits specific to research required to participate in this study.  The study team is only collecting information from your standard of care visits.

Data collection forms are sent to the central data analysis center at the University of Alabama at Birmingham; your information is pooled with information about pediatric heart transplant recipients from all of the other participating centers and then analyzed.  The combined data are used after analysis in writing papers and conducting comparison studies about pediatric heart transplantation.  We will continue to collect information about you until you withdraw from the study or change to another transplant center for your routine post-transplant care. The data will be kept until the end of the research study.

There are no additional requirements for this study; your care after transplant will follow what is typically required of all our patients after heart transplantation with regard to clinic visits, echocardiograms, heart biopsies, and other tests. You will receive the usual post-transplant care.  This study does not require any extra medical tests, visits, medicines or costs.  At the time you are listed for heart transplant, you become eligible for entry into the study.

Risks and Discomforts 
The only possible risk to participating in this study is breach of confidentiality. However, all study data will be reported to the central data analysis center using only your initials and a study code number that will be assigned specifically to you. Your name will not be disclosed on any study data forms sent outside INSERT HOSPITAL HERE. This is how we will protect your confidentiality. There are no additional risks or discomforts from participating in this study.  

New Information
It is possible that the researchers will learn something new during the study about the risks of being in it.  If this happens, they will tell you about it. Then you can decide if you want to continue to be in this study or not.  You may be asked to sign a new consent form that includes the new information if you decide to stay in the study.

Benefits 
There will be no direct benefit to you from taking part in this study. However, important knowledge about pediatric heart transplantation and the medical problems that occur before, during, and after heart transplantation has already been gained from this ongoing study.  Information collected by the PHTS has made an impact on day-to-day care of individual patients.  These areas of care include immunosuppression medications, protection against viral infections, and post-transplant problems including graft coronary artery disease and post-transplant malignancies.  Personal benefit is not guaranteed, but knowledge may be gained that will benefit all current and future pediatric heart transplant patients as a group.

Compensation 
You will not be offered payment for being in this study.  

Confidentiality 
Certain offices and people other than the researchers may look at your medical charts and study records. Government agencies and INSERT HOSPITAL HERE employees overseeing proper study conduct may look at your study records.  These offices include the INSERT HOSPITAL HERE Institutional Review Board, the INSERT HOSPITAL HERE Office of Research Compliance, the Office for Clinical Research, the Clinical Trials Audit & Compliance Office.   Study DCC members may also look at your study records.   INSERT HOSPITAL HERE will keep any research records we create private to the extent we are required to do so by law.  A study number rather than your name will be used on study records wherever possible. Your name and other facts that might point to you will not appear when we present this study or publish its results. 

Study records can be opened by court order. They may also be produced in response to a subpoena or a request for production of documents.  

Research Information Will Go Into the Medical Record
If you are or have been an INSERT HOSPITAL HERE patient, you have an INSERT HOSPITAL HERE medical record.  If you are not and have never been an INSERT HOSPITAL HERE patient, you do not have one.  Please note that an INSERT HOSPITAL HERE medical record will be created if you have any services or procedures done by INSERT HOSPITAL HERE provider or facility for this study.

If you agree to be in this study, a copy of the consent form and HIPAA patient form that you sign will be placed in your INSERT HOSPITAL HERE medical record. Anyone who has access to your medical record will be able to see that you are in this research study.  The confidentiality of this information in your medical record will be protected by laws like the HIPAA Privacy Rule. On the other hand, some state and federal laws and rules may not protect the research information from disclosure.
 
The privacy of your health information is important to us.  We call your health information that identifies you, your “protected health information” or “PHI.”   To protect your PHI, we will follow federal and state privacy laws, including the Health Insurance Portability and Accountability Act (HIPAA).  We refer to all of these laws in this form as the Privacy Rules.  

PHI That Will Be Used/Disclosed
In order to protect your privacy and confidentiality, we will not include your name on the study forms. The study forms do include your date of birth and initials, along with other letters and numbers, to form a code number, so that we can track your progress at Children’s.  The forms will be kept in a locked office separate from patient clinical files.  Forms are sent to the data coordinator at the University of Alabama at Birmingham.  At the University of Alabama at Birmingham, no one has access to the hard copy or computer files except the staff of the Data Coordinating Center.  A password is required for computer database entry.  Each night the computer files are backed up (copied for safe keeping); back-up files are kept in a water-proof and fire-proof safe in another locked office.  The database is not open for public review and is not available over the Internet.  

The results of this study may be shown at meetings or published in journals to inform other doctors and health professionals. We will keep your identity private in any publication or presentation about the study. Only group data are published.  Your unique data are virtually untrackable once they become part of the composite database and after analysis.

Purposes for Which Your PHI Will Be Used
If you sign this form, you give us your permission to use your PHI for the conduct and oversight of this research study. 


People That Will Use or Disclose Your PHI and Purpose of Use/Disclosure
Different people and groups will use and disclose your PHI. They will do this only in connection with the research study.  The following persons or groups may use and/or disclose your PHI: 

· The Principal Investigator and the research staff.
· The Principal Investigator may use other people and groups to help conduct the study. These people and groups will use your PHI to do this work.
· The University of Alabama at Birmingham is the Data Coordinating Center (DCC) for this Research.  The DCC may use and disclose your PHI to make sure the research is done correctly. They may also use your PHI to collect and analyze the results of the research. The DCC may have other people and groups help conduct, oversee, and analyze the study. These people or groups will use your PHI.
· The following groups may also use and disclose your PHI. They will do this to make sure the research is done correctly and safely. The groups are: 
· the INSERT UNIVERSITY HERE Institutional Review Board
· the INSERT UNIVERSITY HERE Institutional Review Board
· the INSERT UNIVERSITY HERE Office for Clinical Research
· the INSERT UNIVERSITY HERE Office of Research Compliance
· research monitors and reviewers
· data and safety monitoring boards 
· public health agencies.

We will use or disclose your PHI when we are required to do so by law. This includes laws that require us to report child abuse or elder abuse.  We also will comply with legal requests or orders that require us to disclose your PHI. These include subpoenas or court orders.  

Expiration Date 
Your permission to use and disclose your PHI will expire. The expiration will be at the end of the research study and any required record-keeping period. 

Costs
 There are no costs, research or standard of care related, associated with the study.

Withdrawal from the Study
You have the right to leave a study at any time without penalty.  

The researchers and DCC also have the right to stop your participation in this study without your consent if:
· They believe it is in your best interest;
· You were to object to any future changes that may be made in the study plan;

Contact Information
Contact INSERT NAME AND PHONE NUMBER
· if you have any questions about this study or your part in it,  
· if you feel you have had a research-related injury or a bad reaction to the study drug, or
· if you have questions, concerns or complaints about the research

Contact the INSERT HOSPITAL IRB, PHONE NUBMER, AND EMAIL
· If you have questions about your rights as a research participant.
· if you have questions, concerns or complaints about the research.
If you are a patient receiving care at INSERT HOSPITAL HERE and have a question about your rights, please contact INSERT CONTACT NAME, INSERT CONTACT TITLE at INSERT CONTACT PHONE NUMBER.

Consent
Please, print your name and sign below if you agree to be in this study. By signing this consent form, you will not give up any of your legal rights. We will give you a copy of the signed consent, to keep.


	
Name of Subject 


			 
Signature of Legally Authorized Representative 	Date              Time


	
Authority of Legally Authorized Representative or Relationship to Subject




__________________________________________________________
Name of Person Conducting Informed Consent Discussion


			
Signature of Person Conducting Informed Consent Discussion	Date              Time




													
Signature of Assent for 17 year old Subject	Date              Time
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PI Name
	                                   
                                       Version Date



