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Biobanking AKMEK 

 
 

• Mustertexte 

• Mustertext zur Spende, Einlagerung und Nutzung von 
Biomaterialien sowie zur Erhebung, Verarbeitung und 
Nutzung von Daten in Biobanken  

• (gemäß Beschluss der Mitgliederversammlung vom 09.11.2013) 

 

• Template for informed consent concerning the donation, 
storage, and utilization of biological materials as well as 
collecting, processing, and usage of (related) data in biobanks 

 

• "Handreichung" 

• Handreichung: Empfehlung für die Bewertung 
forschungsbezogener Humanbiobanken durch Ethik-
Kommissionen 
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Warum Handreichung? 

• Qualitätskriterien von Arbeitskreis Wissenschaft 

der Bundes-und Landesdatenschutzbeauftragten 

gewünscht 

 

• Intrinsische Motivation 

 

• Harmonisierung 

 

• World Medical Association 
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the holder of the data will often be separate from the researcher using the data. This separation 

allows for stronger protections against the reidentification of individuals than in the classical setting 

of physical experiments where identification is crucial for protection. However, even anonymisation 

and pseudonomisation will not always be possible or feasible, and the possibility of consent that 
accepts the use of data or specimens on more than one occasion should be considered (broad 

consent). 

 

Furthermore, it must be acknowledged that the potential for harm will often be minimal or even 

non-existent when using only data or specimens as compared to physical experimentation. 

Prohibiting research simply out of respect for a non-relevant principle would not be desirable. But 

giving up the principle would not be an option either. Finally, we know that harm and discomfort 

can also occur as a consequence of the abuse or the mishandling of health information. This is one 

of the reasons for patient confidentiality and medical secrecy in general. 

 
A WMA work group chaired by the Icelandic Medical Association has developed a draft guideline 

in the form of a “DECLARATION ON ETHICAL CONSIDERATIONS REGARDING HEALTH 

DATABASES AND BIOBANKS”, which advises a balanced approach by requesting broad consent 

from the donors of data or specimens indicating their preparedness to share or donate their data or 

material for later use, which at the time of donation or sharing cannot be definitely described. 

However, this broad consent will be conditional upon a governance process, which can partly 

substitute individual informed consent or ensure that informed consent will be obtained at a later 

date if it is deemed necessary by an independent ethics committee. 

 

In analysing the already existing scenarios for the use (and abuse) of health data and biobanks, the 

work group came to the conclusion that the major risk scenarios do not result from science, but 

from the commercial, administrative or political use of such data. Limiting our guidelines to 

research only would have left us blind to the imminent risk of abuse from outside the field of 

medicine: commercialisation, cost-cutting and potential political abuse.  

 

Therefore, in contrast to the Declaration of Helsinki, this policy aims to address any use of health 

databases and biobanks and is not restricted to research. As physicians are the primary custodians of 

confidential health information, they feel an obligation towards their patients and other persons who 

entrust them with their data and specimens. 

 

The WMA has opened this draft declaration for public consultation in order to facilitate its further 

development. Interested parties and individuals are kindly requested to submit comments to 

hdbb@wma.net by Friday, 5
th

 June 2015. 

 

 

 

  

 Dr. Jón Snædal Dr. Otmar Kloiber 

 Past President Secretary General 

 Chair of the work group 

 Health Databases and Biobanks 
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Auszug:....Therefore, in contrast to the Declaration of Helsinki, this policy aims to address any  

use of health databases and biobanks and is not restricted to research... 



WMA Declaration 18.3.2015  

• 20) A dedicated independent ethics committee must 

approve the establishment of Health Databases and 

Biobanks used for research and other purposes.  

 

• 21) The ethics committee must approve all use of data 

and human material and decide on the type of consent 

necessary, taking into consideration risks and benefits of 

the activity. The committee must have the right to monitor 

ongoing activities.  
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Anforderungen an Biobanken  

• a) Aufklärung und Einwilligung der Spender  

• b) Zweckbestimmung der Materialspende 

• c) Datenschutz und Pseudonymisierung  

• d) Aufbewahrungsdauer und Widerrufsrecht 

• e) Nutzung und Herausgabe von Materialien und        

Daten für Forschungsvorhaben 

• f) Erneute Kontaktaufnahmen 

• g) Aufwandsentschädigung für die Biobank 

• h) Qualitätssicherung und Transparenz 
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Datenschutz und Pseudonymisierung  

 

Bad Nauheim, 19.4.2015, Ver. 1.3 Seite 1 

 

DATENSCHUTZKONZEPT
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Datenschutzkonzept 
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Datenschutzkonzepte 

• Datenschutzkonzept für das Klinische Referenzzentrum der 
GPOH-HD-Studiengruppe unter spezieller Berücksichtigung der 
Teleradiologie-Plattform im Europäischen Kinder-Hodgkin 
Netzwerk (EuroNet-PHL-TRP) zum Austausch von 
Behandlungsdaten und medizinischen Bilddaten im Rahmen des 
Behandlungsnetzwerks der EuroNet-PHL-Studiengruppe  

  

Änderungen zum 1.11.2015: 

  

Träger: Justus Liebig Universität Gießen  

 

Ludwigstr. 23  

35390 Gießen 

 

Dieses Konzept beruht auf der Modifikation des von Ueckert et al. 
entworfenen Konzeptes, das von der Deutsche Kinderkrebs Stiftung 
gefördert wurde. 
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Datenschutzkonzept EuroNet PHL-TRP 
Datenschutzkonzept European Paediatric Hodgkin Network!

Finale Version vom 08.11.2011 
Mit Amendement Nr. 1 vom 27.1.2012 und Amendement Nr. vom 7.10.2015 Seite 2 von 55 
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Next Generation Sequencing 
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J Am Med Inform Assoc June 2012 Vol 19 No e1  

 

Molekulargenetische Diagnostik mittels 

Hochdurchsatz-Sequenzierung (NGS): 

Exom / Panel-Analyse 

01.02.2010 sind wesentliche Abschnitte  

des Gendiagnostikgesetzes (GenDG) in Kraft  

getreten. 

 Nach Abschluss der Diagnostik ist 

die sofortige Vernichtung der 

Probe vorgeschrieben. Da es 

sinnvoll sein kann, die Probe 

länger aufzubewahren, sollte  

dies auf dem 

Einwilligungsformular angegeben 

und vom Patienten bzw. seinem  

gesetzlichen Vertreter 

ausdrücklich erlaubt werden.  



    Products Sophia Genetics 
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Clinical Genomics Powered by Machine Learning

Sophia Genetics is helping improve the prediction and care paths of genetic diseases

using sophisticated algorithms and world-leading machine learning. Sophia

DDM™ makes it very simple by integrating modules for clinical bioinformatics and

clinical reports while respecting patient data privacy through advanced encryption

techniques, secured data storage.

Why is Machine Learning Important for Bioinformatics?

There are a number of human decisions that are required with existing approaches to

analyzing and interpreting genetic information. While in a research setting new

discoveries require playing with parameters, this is not permitted in a clinical diagnostic

environment where Geneticists and Pathologists are striving for the highest degrees of

repeatability and accuracy.

To improve consistency and accuracy, Sophia Genetics places emphasis on machine

learning, pattern recognition and Iterative Bayes decision making that builds an

unbiased view of the data – not using a specific training set or time period.

The benefits of using Sophia Genetics are:

Superior analytical performance – higher sensitivity and specificity

Faster time to routine clinical NGS use

Accelerated turn around time to report clinical outputs

Reduced cost – No IT infrastructure investment and monitoring

Clinical compliance with EU Data Privacy laws

Robust, secure platform for storing and sharing genetic information

Facilitate ISO15189 Medical Laboratory accreditation

Analytical performance: HUG

In Acute Leukemia there is an extremely lo

limit of disease variant detection. Sophia’s

superior analytics detected Acute Leukemi

driver mutation present in 5% of the DNA

molecules. With Sophia, variant fraction

decreased below 2%; correlating with canc

remission. Better analytical performance n

leads to fewer under-diagnosed patients an

greater treatment efficiency. - 

Universitaires de Genève

(http://www.sophiagenetics.com)

HOME (http://www.sophiagenetics.com/) COMPANY (http://www.sophiagenetics.com/company/)

PRODUCTS (http://www.sophiagenetics.com/products/) TECHNOLOGY (http://www.sophiagenetics.com/technology/

NEWS (http://www.sophiagenetics.com/news/press/) CONTACT (http://www.sophiagenetics.com/contact/)

Products | Sophia Genetics http://www.sophiagenetics.com/products/
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SOPHIA GENETICS PRESS RELEASE 
Quelle: Homepage Sophia Genetics 
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1 von 1 04.12.15 17:01

Berlin 10.12.2015 Matthias Brumhard 

25.9.2015 

Sophia Genetics reaches milestone to become  

the global leader in precision medicine,  

connecting over 100 hospitals and laboratories  

to form the world’s largest clinical genomics community 

for molecular diagnosis 
November 26, 2015  

 



Kompetente Selbstregulierung 

 

• Prinzipien der Governance 

 

 

• Rechenschaftspflicht 

• Verantwortlichkeit 

• Offenheit und Transparenz von Strukturen bzw. 

Prozessen 

• Fairness 
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A call for global governance of biobanks 
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Introduction

The introduction of genomic technology has led to a biomedical

revolution. Whole-genome sequencing and genome-wide association

studies have become powerful tools to investigate environmental,

genetic, social and behavioural determinants of human diseases.

Many countries have set up biobanks to collect human biological

samples and their associated data for genomic research and public

health purposes. To maximize the utilization of biobanking resources,

regional and transnational biobank networks, such as the BBMRI-ERIC

(Biobanking and Biomolecular Resources Research Infrastructure), the

International HapMap Project and the International Cancer Genome

Consortium, have been established.  Although genetics and genomics

have contributed to better understanding of causes and mechanisms of

human diseases, some researchers are concerned that genetic research

conducted to date has mainly focused on the health needs of

high-income countries, thus increasing health inequity between people in

poor and rich nations.  Low- and middle-income countries are

benefiting less than high-income countries from the applications of

epidemiological and genetic research. It has been suggested that the

disadvantage could partly be attributable to the lack of biobanks and

large cohort studies in poorer countries.  To find indigenous solutions to

health improvement, biobanks have recently been set up in several

developing countries (e.g. China, Gambia, India and Mexico).

a b

1 , 2

3 – 5

6 – 8

9

10 – 14
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• Six key elements 

 

• 1. respecting participants and donors of 
biological samples, and protecting their 
privacy and confidentiality; 

• 2. informing participants and donors of 
potential risks through initial consultations; 

• 3. sharing samples, data and benefits in a fair, 
transparent and equitable manner; 

• 4. ensuring quality and interoperability of 
samples and their associated data; 

• 5. improving public awareness, trust and 
participation in biobanks; 

• 6. defining the role of the private sector in the 
use of knowledge derived from biobank 
operations.  
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Global Alliance for Genomic and Health 
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Vielen Dank für Ihre 

Aufmerksamkeit ! 


