
IMAGEN STUDY 

AIM 
Identify and learn more about biological and environmental factors 
that might have an influence on mental health in teenagers. This 
knowledge will then help develop better prevention strategies and 
therapies in the future.  

METHOD 
multi-centre study conducted in the UK, Germany, France and 
Ireland on a total of 2000 fourteen year olds and their parents. 

assessing:  
-psychopathology 
-neuropsychology  
-neuroimaging 
-genetics  
-environment 
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ETHICAL CHALLENGE 

Identification of the genetic basis of behavioural traits, psychological 
disturbances and personality is an extremely sensitive area of 
research as it involves research on core issues as the origin of the 
“self”, “self-determination” and “free will.” 

A specific problem, from an ethical perspective, arises when children 
are the subjects of research since they are not legally able to give 
informed consent.  
 
This issue remains critical from an ethical standpoint, even though 
the child and the parents or legally entitled representatives have a 
right to permit active informed participation as well as withdrawal 
from the study. 



EthicsIMAGEN 

“…..The project is not a project concerning some 

harmless condition or disease, it is a project 

regarding mental disorders, genetic analyses and 

dealing with difficult issues like substance abuse, 

domestic violence etc. The project includes minors 

who are generally classified as “vulnerable” subjects, 

as they are legally incompetent and thus have to be 

protected…..” 

 

 

 

Year 1 Review Reports and EC Comments     

 (Contract LSHM-CT-2007-037286 - IP IMAGEN { REF RTD REG/F.2(2008)D/555508}) 
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Issues related to conduct of IMAGEN  
 

• Informed consent, privacy of adolescents, rights and responsibilities of 

parents 

 

• Data and DNA storage, data protection, and their ownership in the future 

 

• Concept of “minimal harm“, potential benefit of research – no justification 

for „harm“ 

 

• Communication of relevant and irrelevant, expected and unexpected 

information 
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Objectives  

 
 
•     Offer researchers strategies for solving, in an appropriate     

 manner, ethically sensitive problems which may arise within 

 this project 

 

•    Elaborate strategies and models for decision making 

 processes regarding the relevant ethical problems  emerging in the 

 project context 

 

•    Disseminate these result in form of publications and teaching  

 materials 
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“Models for decision making processes” – Schematic Overview  

 

1. IMAGEN partner encounters an issue that s/he considers to be normatively 

(ethically or legally) relevant 

 

2. Partner reports issue to WP9 (EthicsIMAGEN) 

 

3. Initial analysis of the issue by WP9 

 

  Is the issue really normatively relevant? 

 

No    Answer to partner: Not a normatively relevant issue 

Yes  Are all relevant aspects known? 

 No  Request to partner to provide missing information, re-

entry 

 Yes  Is the issue of ethical or legal nature? 
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“Models for decision making processes” – Schematic Overview 

4. Ethical or Legal Issue 

 

Does it directly affect the progress of the project? 

 
Yes  Assessment by WP9 and detailed information about the state of the 

art with respect of discussions/ considerations of this problem. 

Suggestions to partner how to approach/solve the problem. 

 

 Existing assessments are collected in the document “IMAGEN / WP9 

Record of Questions and Answers” and “Thematic folders” which are 

available through the IMAGEN Website.  

 

 The final decision concerning ethical decisions rests with the 

responsible ethics committee. Potential changes to the research 

protocol must be reported to the relevant ethics committee.  

Ethical/legal liability cannot be taken by WP9 but rests with the PI 

 



EthicsIMAGEN 

“Models for decision making processes” – Schematic Overview 

4. Ethical or Legal Issue 

 

Does it directly affect the progress of the project? 

 
No  Detailed investigation by WP9; report in form of publication on  

IMAGEN Website (and potentially external publication).  
 

  

 

 

 

 

 The final decision concerning ethical decisions rests with the 

responsible ethics committee. Potential changes to the research 

protocol must be reported to the relevant ethics committee.  

Ethical/legal liability cannot be taken by WP9 but rests with the PI 
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IMAGEN Webside and Forum 

 
•  The IMAGEN online library for ethical and legal documents includes a 

 wide variety of texts relevant to the project such as laws and 

 regulations from the participating countries and the EU, national and 

 international guidelines as well as some statements from other 

 relevant bodies.  

 

•  The Ethic-Forum: any ethical or legal question related to the IMAGEN 

 project can be posted it in the ethics forum  
      (http://www.imagen-europe.com/members/forum/).  
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Workshop - Ethical  Issues 

Combined IMAGEN/EUREC Workshop 

Paris Hospital Rothschild, January 26th, 2009 
. 

 

 
 
 Research on minors 

 Informed consent 

 Incidental findings 

 The right to obtain information 

 Outlook: Bridging research and health care 

 Data and DNA storage and data protection 

 
 

 

 

 

http://www.eurecnet.org/index.html
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Obtaining Informed Consent in Minors 

Originally IMAGEN investigators proposed that a parent may consent on behalf 
of the other parent and states that s/he has informed the other parent, 
who is aware of and agrees to the study.  

 
 
This proposal was rejected by EUREC. 
 

With respect to the concept of minimal risk minimal burden 
  it was felt that the adolescents are old enough to assess their subjective 

burden and choose whether or not to participate (7 hours of testing)  
 



Informed Consent 

Absolutely no inducement financial or other pressures are allowed to 
be placed on the investigators, children or their parents/guardians 
to persuade children to participate in research 
 

We would like to introduce a Prize Draw for the adolescents in order to 
increase their motivation to complete the home assessment. They would 
gain an entry for the draw upon successful and quick online assessment 
completion.  
The IMAGEN 2-year Follow-up procedure consists of a home-based online 
assessment. Currently, both parent and adolescent are given £20 each as 
compensation for their effort and time. To join the Prize Draw, the adolescent 
should fully complete the questionnaires within a period of 2-3 weeks from the 
date they have received their log-in details. We are planning to hold one Prize 
Draw every three months (waves of assessment) and the prizes will be 1 
Apple iPad for each draw. Draw date would be advertised in our website. 
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Incidental Findings 

 and the right to know and not to know 

Incidental findings: 

 
Possible discovery of unexpected, but clinically relevant, incidental 

findings 

 

 

•  Irregularities in imaging which require clarification  

 

•   Irregularities in psychological assessment which require 

 clarification,  treatment or intervention, e.g. depression, 

 suicidality, history of either being a victim or having carried  

 out acts of aggression. 

 

 



Incidental Findings 

in neuroimaging: 

 
The incidence of clinically relevant incidental findings in normal 

individuals  undergoing neuroimaging studies for research purposes has 

been reported to range from 1% to 15%.  

 

The prinicples of autonomy and non-maleficence: 

- The right of subjects to know their own findings if desired 

- The right of subjects not to know their own findings if desired 

- The freedom of subjects to act upon any clinically relevant findings 

in whatever way they wish, e.g. to ignore them. 

- The researchers duty not to expose subjects to disproportionately 

high risk or discomfort through research activities. 

 

The problem of how best to deal with incidental findings is often a matter 

of the conflicting demands of the principles of autonomy and non-

maleficence especially when it involves minors 

 

 

 

  



 

Practical recommendations 

 
• Explanation of the researcher-subject relationship: 

It is not the purpose of the study to search deliberately for 

abnormalities in the brain -  

Clinically relevant findings may not be discovered. 

 

• Explanation of incidental findings: 

 He or she must be told about the possiblity that deviations from the 

normal state, or clinically relevant pathology in the brain, might be 

discovered in the course of the study. 

 

• Minimal harm: 

Immediate clarification of the relevance of the finding through the 

researcher (No time-delay) 

 

• Inclusion criteria for participation in the study 

 The subject has to consent to the communication of any clinically 

relevant findings that may be suspected, as well as to the 

recommendation of further clinical diagnostic testing.….but there is 

also the right „not to know“ when participating in a study 

 

  
 

 

Incidental Findings 



Study 
Center 

Incidental 
findings 

   Clinical 
significance 

Artefact   Cases Percent 

Nottingham 4 2 1 263 1.52 

Mannheim 7 7 0 175 4.00 

Hamburg 5 3 0 224 2.23 

Dublin 0 0 0 202 0 

Berlin 5 3 1 199 2.51 

Dresden 1 1 0 131 0.76 

overall 22 16 2 1194 1.84 

Incidental Findings 



Incidental Findings 

…no sufficient ressources are available to have all brain images 

scanned by an expert--- 

 

----- is this a problem? 
 

  

Rietschel and Büchel 2007 
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The Right to Obtain Information 

Confidentiality 

 
  

Possible conflict between the principle of parental fiduciary duty and the 

principle of autonomy of the child. 

 

• Medical professionals have a duty of confidentiality to all patients including 

children. Legally competent children are entitled to expect that information 

about themselves will not be provided to a third party, including their 

parent/guardian, without their consent.  

 

• It is important that wherever possible the parents/guardians are informed, 

and young people should be encouraged to involve them unless it is not in 

their best interests to do so. However, if competent children do not wish to 

involve their parents/guardians this should be respected.  

 

  
 



The Right to Obtain Information 

Participants ??? 

Knowledge of basis information may later become important  
(Methylation status, fMRI findings, psychopathology etc) 

Physicians ??? 

To whom participants may return after termination of the study 

In the era of „direct-to-consumer genetic  testing“ 
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Data Storage and Data Protection 

(Semi)-publicly available data bases  
Database of Genotypes and Phenotypes (dbGAP).  

This public database was established by the National Institutes of Health in the 
USA in order to archive and distribute data from genome wide association 
studies, and thus provide a central resource for international researchers.  



Data Storage and Data Protection 

The IMAGEN team approached WP9 for advice concerning the inclusion of 
IMAGEN data in the Database of Genotypes and Phenotypes (dbGAP).  
 
In particular, the IMAGEN teams required clarification as to how this issue should 
be addressed in the informed consent documentation.  
 
After consent of the ethic committee, data protection authority and 
lawyer, we included the following passage in the informed consent: 
 

 In addition we want to include your data in a pseudonomyzied way in 
international data banks 
Access to these data banks is regulated, i.e. that data will only be made available 
for a limited time to selected researchers who have to apply for them.  The 
transmission of data will be controlled by specific task groups. 
 

Is this precise enough?  



 
 

Personal Conclusions 

In general researchers showed limited interest in ethical and legal 
questions.  
 
With respect to legal questions they were grateful to relay on somebody 
offering competent guidance and/or solving problems.  
 
With respect to ethical questions they were not pleased if problems were 
brought up which had the potential to hamper or delay their main 
research goals. 
 
 
Personally it was an interesting experiment to screen all steps for legal 
and ethical pitfalls - and I believe that the continuous discussions about 
those issues helped to integrate this line of thinking in the mind of 
researchers and into this project.   
 
However, the value of those ethic-workpackages is debatable   
 

 



Thank you 


