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Patient information and declaration of consent to the study
Euripides – European Registry for ICD and CRT Devices in Pediatrics and Adults with Congenital Heart Disease (adolescents under/at the age of 18)
Dear [patient’s name],

Your attending physician has asked you to participate in a study. Please take your time to read the following information carefully. After that you will have time to ask any questions you may have and can decide for yourself if you want to participate.
As you already learned from your attending physician, the function of you heart is impaired due to a congenital heart defect. That is why you got either a defibrillator or a pacemaker for a so-called cardiac resynchronisation therapy in order to improve your heart’s performance and to relieve pain or disturbances you might have had.

Unfortunately, little is as yet known about the use of such devices in patients with congenital heart disease. It is the purpose of this study to collect enough information to change this.

The National Register for congenital heart defects has been collecting data of patients with congenital heart disease throughout Germany for several years now. By carrying out many different studies we want to achieve that heart defects can be prevented, detected and treated more effectively in the future. Now, a specially designed sub-register within that National Register particularly records data of patients that, like you, have received a defibrillator or a pacemaker. The collected data shall then be updated annually, so that it is possible to make long term observations. Thus we try to learn more about the different ways of treatment and to find out which of them are best suited and most appropriate for each individual case. We would be pleased if you allowed us to also record your data for this purpose.
Of course this basic research is subject to strict data protection regulations. This means that after we recorded your personal data in the first place, your name as well as all the other information you gave us is coded and may be used only by staff members of the Register that are sworn to secrecy. Even if you agree to participate in this study today, you can object to the further processing of your data at any time without giving reasons. Your personal data and the corresponding key will then be destroyed.
If you have further questions, please address your physician, your parents or contact us directly:
Dr. Ulrike Bauer, managing director

Competence Network for Congenital Heart Defects/
National Register for Congenital heart defects (registered association)
Augustenburger Platz 1

13353 Berlin

e-mail: euripides@kompetenznetz-ahf.de
If you have read the previous information carefully and feel you understand everything we would like to ask you to tell your physician and your parent(s) if we may store and process your data in the Euripides registry.
We are looking forward to your participation and wish you all the best!


Declaration of consent to the participation in
Euripides – European Registry for ICD and CRT Devices in Pediatrics and Adults with Congenital Heart Disease (adolescents under/at the age of 18)
Personal data of the patient
Surame:



__________________________________

First name:


__________________________________

Date of birth:

__________________________________

I have received, read and understood the written patient information on the above mentioned study and was given the opportunity to clarify all open questions on this topic.

I am aware that participation is voluntary and that I may withdraw my consent at any time and without giving reasons; this will lead to no disadvantages on my part.
Declaration of consent to data processing

I consent to the storage of my coded data in the Euripides registry and to them being used in anonymised form for potential publications.
Any data collections beyond that require an additional consent on my part.

· Under the premises of the preceding patient information I agree to the data collection and consent to the processing of my data. For this purpose I authorise my attending physicians to release medical information and allow that the data required for the study are passed on to the staff members of the Euripides registry.
· I do not want to take part in this data collection.
__________________________________


_________________________________________

place, date













patient’s signature
_____________________________________


_____________________________________________

Place, date













signature/stamp of consulting physician

We thank you for your participation and wish you all the best.
If further questions arise, please do not hesitate to contact us at any time.
Euripides Registry
