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"Data and Biomaterial for Medical Research”

Dear Patient,

In addition to providing patient care and training young doctors, the University Medical Center Schleswig-
Holstein (UKSH) is also involved in medical research. Without research, there would be no improvement of the
treatment and care of patients. However, modern medical research is only possible on the basis of extensive
patient data and biomaterials (e.g. blood, urine, saliva, tissue, spinal fluid, stool or swabs).

What are we asking of you?

Many different data are collected and biomaterials taken for your treatment at UKSH. We ask for your permission
to subsequently store these data and biomaterials permanently for medical research. The biomaterials in question
are no longer required for your treatment and would otherwise be destroyed. Please note that the ownership of
your biomaterials will thus pass to UKSH.

Upon request, your data and biomaterials would be made available to researchers inside and outside UKSH for
scientific use. In advance, the respective ethics committee at Libeck or Kiel will be informed about any such use
and will advise users on relevant issues. This way, we at UKSH ensure that your data and biomaterials are used in
an ethically acceptable manner and for research that is in the interest of patients.

We ask you for a relatively far-reaching consent, leaving open the type and scope of medical research to be
undertaken with your data and biomaterials. In particular, we do not specify when, how and on which diseases this
research will be carried out. This is because many important research questions in medicine may only arise in 10
or 20 years, and we do not yet know how your data and biomaterials can best be used to answer them. However,
research with your data and biomaterials will exclusively serve the improvement of disease prevention, detection
and treatment. You will regularly be informed via the internet about ongoing and planned research using UKSH
data and biomaterials (https://www.uksh.de/biodatabase/).

Your consent is voluntary and can be withdrawn at any time, either in writing or by email. There will be no
disadvantages for you if you do not consent. If you consent, we will ask you each time you return to UKSH whether
you would wish to maintain or change your decision. To consent, please fill out the accompanying declaration and
sign it. Please keep this patient information and a copy of your declaration of consent for future reference.
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What happens if you consent?

1. Upon request, and after consultation with the local ethics committee, your biomaterials and data will be
processed and forwarded to interested researchers within and outside UKSH. Potential recipients include
both academic and industrial partners of UKSH.

2. Since medical research projects usually require large numbers of participants, data and biomaterials are
often shared among researchers both nationally and internationally. Your data and biomaterials may
therefore be transferred to scientific institutions outside UKSH albeit only after consultation with the local
ethics committee and UKSH data protection experts. The group of recipients is limited to institutions within
the EU or in countries certified by the European Commission to provide an adequate level of data protection.
Any transfer of your biomaterials or data to unauthorized persons, in particular to your employer or to an
insurance company, is strictly prohibited for the recipients and all UKSH staff.

3. Your data, including those resulting from the analysis of your biomaterials, may be merged with data from
other sources (e.g. hospitals or research institutes) if you have consented to such use at the respective source.

4. Medical research projects often extend over long periods of time. Therefore, we want to be able to get
in touch with you again in order to invite you to participate in further scientific studies. For this renewed
contact, we ask for your separate permission in the declaration of consent.

5. Since many diseases have a hereditary component, the genetic properties of your biomaterials may be analyzed
up to the point of a complete read-out of the genetic information contained therein. In the process, researchers
may find abnormalities so critical for your health or the health of your blood relatives that intervention by a
doctor is required. Please note that such ‘incidental findings’ are also conceivable in research using image data
(e.g. X-ray, MRT or CT). In the declaration of consent, you can decide whether you want to be contacted in the
event of an incidental finding and to discuss its significance with us. Of course, you can change your decision at
any time by notifying us in writing.

How are your data and biomaterials protected?

1. All persons handling data or biomaterials at UKSH are bound to secrecy.

2. Research data (i.e. medical and genetic data) and biomaterials are stored in different locations at UKSH and
are kept separate from patient data.

3. Researchers only see data or biomaterials in coded form which means that your name and date of birth
have been replaced beforehand by a sequence of numbers and letters. Only a few people are authorized and
technically able to undo this coding. For everybody else, even the attempt is already forbidden.

4. We at UKSH use the services of an experienced trustee to code data and biomaterials. The trustee receives
and stores information to the absolute minimum extend necessary for the coding of data and biomaterials.
No medical or genetic data are transmitted to the trustee.

What are the advantages for you?

You yourself will probably not benefit from consenting today because progress through medical research
usually only benefits future patients. However, the results of previous research are likely to have enabled your
current treatment at UKSH as well. Please, also note that you will not be entitled to any copyrights, patents or
similar claims as a result of your consent.

What are the risks for you?

Even the best protective measures cannot completely rule out illegal access to your data and biomaterials,

or their disclosure to outsiders such as e.g. your employer or an insurance company. However, owing to the
extensive security efforts made at UKSH, we consider this risk to be very low. Even the attempt to trace research
data back to your person would already violate our terms of use. In addition, no case of a targeted misuse of
medical research data to the detriment of a single individual has ever become known in Germany.

In principle, your identity can be decoded from the genetic data stored at UKSH for scientific purposes,
especially if you have already left genetic data elsewhere (e.g. on the internet). We would also like to point out
that there is no protection against confiscation for research data in Germany. In order to uncover a serious crime,
the police may request access to such data by judicial order.
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Can you withdraw your consent at a later stage?

You can withdraw your consent to the scientific use of your data and biomaterials at any time and without giving
reasons, either in writing or by email to UKSH. If you withdraw your consent, your data and biomaterials will no
longer be used for research and will be deleted or destroyed as far as this is technically possible and does not
affect your treatment at UKSH. Please note, however, that such withdrawal would not apply retrospectively, i.e.
any lawful use of the data and biomaterials up to that point would remain lawful.

Who can you contact with further questions?

Staff at UKSH admission will be happy to answer any questions about your consent. Additional information can
be obtained during normal office hours by calling 0431 500-30 303.

What other rights do you have?

Your consent forms the legal basis of processing of your data for research purposes in accordance with Art. 6
Para. 1 (a) and Art. 9 Para. 2 (a) of the European General Data Protection Regulation. You can request information
about any data of yours stored at UKSH, correction of incorrect data, disclosure of your data, deletion of your
data, or restriction of its processing.

To exercise these rights or to withdraw your consent, please contact the responsible person at UKSH:

Prof. Dr. Bjorn Bergh

University Medical Center Schleswig-Holstein
Arnold-Heller-StralRe 3

24105 Kiel

Q, 0431500-30303

™ info.forschung@uksh.de

The UKSH data protection officer can be reached at the following address:

Dr. Stefan Reuschke

University Medical Center Schleswig-Holstein
Ratzeburger Allee 160

23562 Libeck

Q, 0451500-14180

™ Stefan.Reuschke@uksh.de

According to German law, you have the right to complain to the competent data protection supervisory
authority at:

Unabhangiges Landesinstitut fir Datenschutz Schleswig-Holstein
Holstenstralle 98

24103 Kiel

Q, 0431988-1200

™ mail@datenschutzzentrum.de
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