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Name: ________________________________________  Date of Birth:_________________________
I / We, 

· declare that we have been informed by the treating physician orally and in written form (Information Leaflet) on the EWOG-MDS 2006 Study. Specifically, we have been informed on the aims, the course, the risks and benefits, the costs, the rights of the participants, confidentiality issues, other options, and where to get answers on questions concerning the study.

· declare that we had enough time to evaluate the decision.

· declare that we have understood that participating in the study is voluntary, that we can ask in the future that participation ends, and that there are no disadvantages when not participating in the study.

· declare that we have read all of the above, asked questions and received answers concerning areas I did not understand.

· declare that we give consent/assent for this study, as follows [initial/date for each item]

Item 1
Data: Collection, Storage, Modification, Transmission
Check YES if you agree that information on the course of disease and on the health status of you/ your child is transmitted in identifiable form to the regional coordinating center, and to the coordinating study center located in Freiburg, Germany, where this information is stored in a protected database and analyzed in the future. All researchers having access to the database are under professional discretion. Your / your child’s name will not be used in any publication resulting from this study.

You also agree that information stored in the databases of the regional coordinating center and the coordinating study center in Freiburg, Germany, can be viewed by members of the regional and national public health authorities responsible for quality assurance, who are as well under professional discretion. For this monitoring of data personal data are separated.
You were informed that in case of secondary MDS data concerning the first therapy are retrieved from the study center of the respective therapy optimizing study. 

# 1:   Yes _____          No _____         Initials ____________       Date ____________

Item 2
Research Material: Blood and Bone Marrow
Check YES if you agree that extra blood and extra bone marrow (in case of JMML or Noonan syndrome also a buccal swab or a little skin biopsy) are taken at the same time as routine samples for determining the best therapy for you / your child through a standardised diagnostic approach. 
# 2:   Yes _____          No _____         Initials ____________       Date ____________

Item 3

Research Material: Future Research
Check YES if you agree that material as blood, bone marrow, a buccal swab or a skin biopsy that has been already obtained for diagnostic purposes can be used to answer research questions. This material will be used for future research concerning the cause of your/ your child’s disease or for optimizing treatment. This research (as molecular genetic studies) is not commercial. All samples will be stored in the regional   center or regional reference laboratories, and will be analyzed for study purposes without names. The coordinating study center supervises this research. Information on this research can be obtained at the coordinating study center in Freiburg, Germany. 

# 3:   Yes _____          No _____         Initials ____________       Date ____________

SIGNATURES

_____________________________________________________________________________

(Patient Signature)                                                                                     (Date)

_____________________________________________________________________________

(Parent / Guardian Signature)                                                                    (Date)

_____________________________________________________________________________

(Parent / Guardian Signature)                                                                    (Date)

_____________________________________________________________________________

(Physician Signature)                                                                                 (Date)

By initializing in the following places, the parents / guardian and physician indicate their opinion that the patient is too young to give consent / assent to that time.

__________ Parents / Guardian        __________ Physician        __________ Age of patient

The original version of this informed consent sheet is in the patient chart. The patient gets a copy.
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