(Form to be on headed paper)

Project title: RARE GENETIC SKIN DISEASES: ADVANCING DIAGNOSIS, MANAGEMENT AND AWARENESS THROUGH A EUROPEAN NETWORK

Project acronym: GENESKIN
Contract number: LSHM-CT-2005-512117

Project duration: 3 years
Project starting date: 01/07/2005

Participant Institution: ___________________________________

Participant Faculty/Department/Institute/Laboratory: ______________________

Team Leader: ________________________________
Date: _________________________________
PATIENT INFORMATION SHEET & CONSENT FORM

Dear Sir/Madam,

You are being invited to take part in a research study. Before you decide, it is important for you to understand why the research is being done and what it will involve. Please read the following information carefully and discuss it with others if you wish. Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part. If you decide to take part you are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect the standard of diagnosis and care you receive.

Thank you for reading this document.

This Institution/Hospital (_____________________________) participates to GENESKIN, that is a co-ordination action (CA) project supported by the European Commission on genetic skin diseases with the aim of ameliorating their knowledge, diagnosis and patients’ management. GENESKIN arises as a joint effort of scientists and clinicians from 12 European countries (for a complete list of participants, please read the Appenidix A), and with the direct involvement of patients’ associations. In particular, the diseases investigated in this project are epithelial adhesion disorders (i.e. inherited epidermolysis bullosa and Kindler syndrome), keratinization disorders (e.g. ichthyoses, palmo-plantar keratoderma, Darier and Hailey-Hailey diseases), ectodermal dysplasias (e.g. hypoidrotic and hydrotic ectodermal dysplasias, AEC and EEC syndromes, incontinentia pigmenti), connective tissue disorders predominantly affecting the skin (i.e. Ehlers-Danlos syndromes, cutis laxa, pseudoxanthoma elasticum, and lipoid protenosis) and DNA repair disorders (i.e. xeroderma pigmentosum, trichothiodystrophy and Cockayne syndrome).    

For the implementation of this project we rely on the co-operation and availability of individuals presenting with the above mentioned genetic skin diseases and their family members. 

The disease you are affected has been previously diagnosed with specific analyses, which may also include genetic tests. You have been already informed about these procedures and have given your consent, signing the form. 

GENESKIN foresees the use of residual materials derived from skin biopsies and/or blood samples taken for routine diagnostic tests. With the present information sheet, we ask your participation to GENESKIN by giving permission to use the left over material derived from your biopsy/blood samples for non-commercial research studies, which may also include genetic analyses. 
GENESKIN also comprises studies aimed at setting up a non-invasive prenatal diagnosis technique for incontinentia pigmenti (IP). To this purpose, pregnant women affected by molecularly defined IP, who underwent or decided to undergo DNA-based prenatal diagnosis, are invited to give an additional blood sample (10 ml). 

The duration of GENESKIN is 3 years, starting from July 1st 2005. However, an extension of this project or the beginning of a new project on the same or similar topic is possible. Therefore, we ask your permission to use the residual material even after the end of the present project.   

Your left over samples will be used for setting up improved diagnostic techniques and advancing disease knowledge, with the aim of gaining benefits for other people affected by the disease present in your family and possibly also for you. Regarding IP, your additional blood sample may contribute to the establishment of a non-invasive prenatal diagnosis test with benefit for other affected families and possibly also for you in the future.    

As this study is based on the exclusive use of material residual from diagnostic skin biopsies/blood sampling, it does not imply any additional risk or disadvantage for you. If you are a pregnant woman affected by IP and you agree to participate in our project, the risk related to the above mentioned procedure is the same as for routine blood sampling. 

If additional information on your disease becomes available during the course of the GENESKIN project and you are interested, you will be informed about this. It should be noted that the study of your specimen might result in unexpected genetic data. Genetic data may provide information of a highly private nature and require your consent. Therefore, if we will obtain novel genetic data concerning the disease present in your family, the research doctor will discuss with you whether you want to be informed or not and, according to your answer, will refer you to a genetic counselor. 

Your biological material will be anonymised (in other words you will not be identifiable  by the researchers). All information, which will be collected about you during the GENESKIN project, will also be anonymised and kept strictly confidential, accessible to authorized personnel and used for scientific research purposes only. 

The results of the GENESKIN project could be published on international scientific journals and made available to you, upon specific request. According to the privacy safety policy, you will not be recognizable in any report/publication.

For any further doubt, request, or information you may contact the following personnel:


Name and Surname: ___________________________


Profession: _____________________________

 
Institution: ________________________


Phone: _______________________


Fax: ______________________


e-mail: ___________________________________


Name and Surname: ___________________________


Profession: _____________________________

 
Institution: ________________________


Phone: _______________________


Fax: ______________________


e-mail: ___________________________________


Name and Surname: ___________________________


Profession: _____________________________

 
Institution: ________________________


Phone: _______________________


Fax: ______________________


e-mail: ___________________________________
If you decide to take part to this study, you will be given a copy of this information sheet and a signed consent form to keep.

CONSENT FORM FOR ADULTS
Project title: RARE GENETIC SKIN DISEASES: ADVANCING DIAGNOSIS, MANAGEMENT AND AWARENESS THROUGH A EUROPEAN NETWORK

Project acronym: GENESKIN
Name of Researcher: ​​​​​​​​​​​​​​​​​​​​​​​​​​​​​_______________________________________







   Please cross over the appropriate box






                                       Yes                      No

1. I confirm that I have read and understood the information sheet dated ...................... for the GENESKIN project and have had the opportunity to ask questions.

2. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving any reason, without my medical care or legal rights being affected.

3. I agree to take part in the GENESKIN project for research on the following topic:……………………………………………………

4. I agree that residual material from my anonymized samples is forwarded to other researchers for the above mentioned studies.

5. I give my consent for use of residual material from my samples for the study of …………………………… even after the end of the GENESKIN project.

6. I give my consent for use of residual material from my samples for other research projects even after the end of the GENESKIN project.

7. I wish the residual material from my samples to be destroyed after finishing the study in the GENESKIN project.

8. I confirm that I have been informed there will be no payment for providing residual material from my samples for research purposes.

9. I wish to be informed by the researcher or somebody directly delegated about the results obtained from my samples in the GENESKIN project.

10. I am interested in receiving additional disease information which might become available during the GENESKIN project. 

11. In case of publication of results of the GENESKIN project, I wish to be informed. 

12. I wish my General Practitioner to be informed about my participation to the GENESKIN project.                                                                      

________________________

________________
____________________

Name of Patient (block capitals)
Date
Signature

_________________________
________________
____________________

Name of Person taking consent
Date

Signature

(if different from researcher)

_________________________
________________
____________________

Researcher


Date

Signature

INFORMATION SHEET & CONSENT FORM FOR UNDERAGE SUBJECTS (CHILDREN)

Dear young patient

The doctor who has examined you believes that you may have an inherited skin disorder. You and your parents already know that the doctors have to carry out some specific tests to confirm this data, and we have asked for your permission to take blood or skin biopsy samples.

I am sure that you understand that even if these tests may hurt a little, they are for your own good, because  it is very important that we collect as much information as possible about your condition.

The doctor has told you that you are not the only child suffering from this disease or similar conditions. In this very moment, there are probably other young people somewhere in the world who are talking to their doctors about a condition just like yours.

As you know, to determine the origin of any disease and to be able to prescribe the right medicine, it is essential for doctors and scientists to examine cells from patients like you.

To make these examinations even more effective, the doctors and scientists in this hospital have spoken to their colleagues working in other hospitals all over Europe and have decided to work together as a big team.  

So, we are asking your permission to use a little bit of the blood sample that you have already given and, if your skin was scratched, some of the cells from your sample in order to study the disease. Do not worry, you do not have to have another puncture or another biopsy.

If you agree to give your samples to the doctors and scientists in this hospital and their colleagues all over Europe, you will help them to find better treatments in future for you and many other children.

If you are happy to take part in this study, the doctor will ask you to sign here below and will give you a copy of this document for you and your parents to keep.

Of course, we will also give your parents all the information about this study and if they also agree, they will sign on the following pages of this document.

________________________



Patient name (block capitals)


Doctor___________________________ has asked me to take part in a European study on inherited skin disorders. He/she has read this information sheet with me and explained everything about the study.

I agree to take part to this study.

Date_______________

Patient signature________________________________________

CONSENT FORM FOR CHILDREN 

Project title: RARE GENETIC SKIN DISEASES: ADVANCING DIAGNOSIS, MANAGEMENT AND AWARENESS THROUGH A EUROPEAN NETWORK

Project acronym: GENESKIN 

Name of Researcher: ___________________________________________







Please cross over the appropriate box






                                       Yes                      No

1. I confirm that I have read and understood the information sheet dated ...................... for the GENESKIN project and have had the opportunity to ask questions.

2. I understand that the participation of my son/daughter is voluntary and that I am free to withdraw at any time, without giving any reason, without my medical care or legal rights being affected.

3. I agree that my son/daughter takes part in the GENESKIN project for research on the following topic:……………………………………………………

4. I give my consent for use of residual material from samples of may son/daughter for the study of …………………………… even after the end of the GENESKIN project.

5. I give my consent for use of residual material from samples of my son/daughter for other research projects even after the end of the GENESKIN project.

6. I agree that residual material from anonymized samples of my son/daughter is forwarded to other researchers for the above mentioned studies.

7. I wish the residual material from samples of my son/daughter to be destroyed after finishing the study in the GENESKIN project.

8. I confirm that I have been informed there will be no payment for providing residual material from samples of my son/daughter for research purposes.

9. I wish to be informed by the researcher or someone delegated directly about the results obtained from samples of my son/daughter in the GENESKIN project .

10. I am interested in receiving additional disease information which might become available during the GENESKIN project. 

11. In case of publication of results of the GENESKIN project, I wish to be informed. 

12. I wish the General Practitioner of my son/daughter to be informed about my participation to the GENESKIN project.                                                                      

________________________

________________
____________________

Name of Patient
 (block capitals)

Date
Signature (if possible)

________________________
________________
____________________

Name of the Father/Mother
Date

Signature

/legal Guardian

_________________________
________________
____________________

Name of Person taking consent
Date

Signature

(if different from researcher)

_________________________
________________
____________________

Researcher


Date

Signature

APPENDIX A: GENESKIN PARTICIPANT LIST

1A) Dr. Giovanna Zambruno, Laboratory of Molecular and Cellular Biology, IDI-IRCCS, Rome, Italy.

1B) Dr. Giandomenico Russo, Laboratory of Molecular Oncology, IDI-IRCCS, Rome, Italy. 

2A) Dr. Miria Stefanini, Institute of Molecular Genetics, CNR, Pavia, Italy.

2B) Dr. Michele D’Urso, Institute of Genetics and Biophysics "Adriano Buzzati Traverso", CNR, Naples, Italy.

3) Prof. Ivonne Ronchetti, Department of Biomedical Sciences, University of Modena and Reggio Emilia, Modena, Italy.

4) Prof. Leena Bruckner-Tuderman, Department of Dermatology, University Hospital Freiburg, Freiburg, Germania.

5) Prof. Heiko Traupe, Department of Dermatology, University Hospital Muenster, Münster, Germania.

6) Dr. Hans Christian Hennies, Division of Dermatogenetics, University of Cologne, Cologna, Germania.

7) Prof. Karl-Heinz Grzeschik, Institut fuer Allgemeine Humangenetik, Philipps-Universitaet Marburg, Marburg, Germania.

8) Prof. John Alexander McGrath, Genetic Skin Disease Group, The Guy's, King's College and St Thomas' Hospitals' Medical School, Londra, Gran Bretagna.

9A) Prof. Irene May Leigh, Centre for Cutaneous Research, Institute of Cell and Molecular Science, Barts and the London Medical School, Queen Mary, Londra, Gran Bretagna.

9B) Prof. David Peter Kelsell, Centre for Cutaneous Research, Institute of Cell and Molecular Science, Barts and the London Medical School, Queen Mary, Londra, Gran Bretagna.

10) Prof. Alan Lehmann, Genome Damage and Stability Centre, University of Sussex, Brighton, Gran Bretagna.

11) Dr. Malcom B. Hodgins and Prof. Colin S. Munro, Cancer Sciences and Molecular Pathology, University of Glasgow, Glasgow, Scozia – Gran Bretagna.

12) Mr. John Richard William Dart, DebRA Europe, Crowthorne, Gran Bretagna.

13) Dr. Alan David Irvine, Department of Paediatric Dermatology, Our Lady’s Hospital, Dublino, Irlanda.

14A) Dr. Guerrino Meneguzzi, INSERM Unité 634, Nizza, Francia.

14B) Prof. Alain Hovnanian, INSERM Unité 563 - Department of Functional Genetics of Epithelial Diseases, Tolosa, Francia.

14C) Prof. Alain Taieb, INSERM Unité E217 – Department of Dermatology (Université Victor Segalen), Bordeaux, Francia.

15) Prof. Jean-Paul Ortonne and Prof. Jean-Philippe Lacour, Service de Dermatologie, Centre Hospitalier Universitaire de Nice, Nizza, Francia.

16) Dr. Alain Sarasin, Laboratory of Genetic Instability and Cancer – UPR 2169-CNRS Institut Gustave Roussy, Villejuif, Francia.

17) Prof. Christine Bodemer, Service de Dermatologie, Hopital Necker Enfants Malades, Parigi, Francia.

18) Dr. Judith Fischer, Centre National de Genotypage - Department of Dermatological Diseases, Consortium National de Recherche en Genomique, Evry, Francia.

19) Prof. Daniel Hohl, Service de Dermatologie, Hospices Cantonaux - Centre Hospitalier Universitaire Vaudois, Losanna, Svizzera.

20) Prof. Anne De Paepe, Department of Medical Genetics, Ghent University Hospital, Gent, Belgio.

21) Prof. Jan H.J. Hoeijmakers, Medical Genetic Cluster - Department of Cell Biology & Genetics, Erasmus Medical Center, Rotterdam, Olanda.

22) Prof. Marcel F. Jonkman, Department of Dermatology, Rijksuniversiteit Groningen, Groningen, Olanda.

23) Dr. Antonio Bernad, Departamento de Inmunologia y Oncologia, Consejo Superior de Investigaciones Cientificas, Centro Nacional de Biotecnologia, Madrid, Spagna.

24) Prof. Robert Strohal, Department of Dermatology, Federal Academic Hospital of  Feldkirch, Feldkirch, Austria.

25) Prof. Johann W. Bauer, Dermatology – Laboratories, Gemeinnutzige Salzburger Landeskliniken Betriebsgesellschaft mbH, Salisburgo, Austria.

26) Prof. Sarolta Carpati, Deptartment of  Dermato-Venereology, Semmelweis University, Budapest, Ungheria.

27) Prof. Anders Vahlquist, Department of Medical Sciences/Dermatology and Venereology, University Hospital, Uppsala, Svezia.
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