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Information for adult patients on the storage of tissue in a 
biobank for research into Cystic Fibrosis (CF) 

Official title: HUB Organoid Technology Cystic Fibrosis, a resource for functional 
studies on drug development for Cystic Fibrosis treatment 

Date: ................... 28 

04 2014 Version 

number: 3 

Introduction 

Dear Sir/Madam, 

You will soon be coming to the UMC Utrecht for participation in the study ‘Control of 
measurement methods of CFTR function in relation to disease severity in CF’. During this study, 
tissue will be taken from you to cultivate cells for research. In this letter, we are asking whether 
we may store these cells in a biobank. 

Before you make a decision, it is important that you know more about the study. Take the time 
to read this information letter. Discuss it with your partner, friends or family. 
Do you still have questions after reading this? You can ask your treating physician or the 
persons named at the end of the letter. 

1. What is a biobank? 
For a teaching hospital, it is of great importance that body material, such as blood or tissue, of 
various groups of patients is collected for medical research. The body material is stored along 
with medical data and laboratory results on the body material. This is called a biobank. At the 
time of collection, is not yet known for which specific study the body material will be used. 
In general, it involves research into causes of diseases, research that can lead to better 
diagnosis of disease, research through which diseases can be predicted better, and research 
that can contribute to the development of new treatments, for example for research into new 
medicines for CF.  

Body material is kept under special conditions in the biobank. As a result, the cells of the body 
material continually multiply. This is called ‘cell cultivation’. In this way we can preserve and 
use the body material for a very long time. 

2. What is the purpose of the study? 
Your body material will be used for research in health care and more specifically for cystic 
fibrosis research. In order to study a disease well, cells from the human body are necessary. 
For this, we can use cultivated cells from the biobank, along with your medical information. 

3. What is expected of you? 
If you participate in the study and decide to donate human tissue to the biobank, we ask your 
consent for the following points: 

1. Requesting and using your medical data. If you have been treated previously in other 
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hospitals, we also need the data from those hospitals. 
2. Cultivating and preserving tissue (remaining after an examination or treatment) in the 

biobank. 
3. Determining the DNA of your tissue. DNA is the genetic material that is present in every 

cell of the human body. Diseases such as CF are often a result of changes in the DNA. 
4. Storing your collected medical data and body materials for current and future research. 

We can then compare data with each other, both now and in the future. 
5. Requesting your data from the public registry. Thus we continue to be informed about 

the correct personal data in the future. We need these personal data, for example, to 
inform you about discoveries. You will find more information about discoveries later in 
this letter. 

6. Informing you about discoveries directly relevant to your health. If you do not give 
permission for this, you cannot participate in the study. 

7. Using your medical data and body material for research by companies. An important 
part of this research is to develop new medicines. New drugs are usually developed by 
the pharmaceutical industry because they have more experience with the development 
and testing of new medicines. 

The body material collected from you and your medical data will remain indefinitely available 
for research, unless you withdraw your consent. Should you die, your consent will remain in full 
force, and your survivors will have no authority over it. 

4. What are the possible pros and cons of participation? 
Participating in this study provides no direct benefit to you. However, results of the study can 
improve your treatment and that of other people with similar conditions in the future. 
The risks that the research entails are the risks that are normally also linked to research and 
treatment. In addition, there is a very small chance that a discovery will involve your body 
material. This is an advantage if we can properly treat the disorder, and a disadvantage if we 
cannot properly treat the disorder. 

5. Voluntary nature of participation 
You decide for yourself whether or not to participate in this biobank. Participation is voluntary. 
If you decide not to participate, no further action is required. You do not have to say why you 
do not wish to participate. If you do participate, you can withdraw your consent at any time in 
the future without giving any reasons. You can make this known by sending the withdrawal form 
to Prof. Dr. Van der Ent, head of the Paediatric Pulmonology Department. Your decision not to 
participate or to terminate your participation in the biobank in the future will have no negative 
consequences for your further treatment and have no impact on the care and attention to which 
you have a right in this hospital. 

6. Potential consequences for your insurance and medical examinations 
If, in the future, as part of an insurance or examination, you are asked if you have undergone 
genetic testing, you can answer this question with ‘no’. 
 

7. Duration of participation 
Your participation in this biobank is basically for an indefinite period. The body material 
collected for this biobank and your medical data will be used for research until you withdraw 
your consent for this. 
If you withdraw your consent, it means that no new body material will be taken and no new 
medical data will be collected for this biobank. The cells cultivated from your body material will 
remain available for projects that are underway. All the body material that is not already being 
used in projects will be destroyed from the moment of your withdrawal of consent. 

You can choose between two options:  
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1) The body material and medical data thus far collected will remain available for scientific 
research as established in the consent form. No new information or body material will be 
collected or requested. 

2) You request destruction of the body material already taken from you and ask that the 
collected medical data are no longer used and can no longer be requested on behalf of research 
with this biobank. 
All the body material collected from you for this biobank will be destroyed, except the body 
material for which consent has already been given for use in scientific research (see point 9) 
and the cells cultivated from your body material. The data resulting from the study will not be 
destroyed. The same applies to the medical data that have been used in a study. These can 
also not be destroyed. 

8. In which biobank will we store your body material? 
If you participate in this study, we will store your body material in the biobank of the UMC 
Utrecht that will be used by the HUB (Hubrecht Organoid Technology foundation). This biobank 
is a collaboration between the University Medical Center Utrecht, the HUB and the Hubrecht 
Institute. 

9. Who can do research with your body material? 
Research with your body material is conducted by investigators of the HUB, the UMC Utrecht 
and the Hubrecht Institute. The research may also be performed by other (foreign) research 
institutions or companies (see below), with the HUB always being involved. For such research 
it may be necessary to provide the medical data and the body material to these institutions or 
companies. However, this will always be done in such a way that the data cannot be traced 
back to you. 

10. Information 
You will receive no specific information about the studies for which your body material and 
medical data will be used. You cannot determine for which specific research your medical data 
and body material will be used. This is impossible in such a large-scale biobank. If you wish 
you can indeed, as always, be informed by your treating physician about new forms of treatment 
that may be relevant for your personal situation. These new treatments may have resulted, 
amongst other things, from research with body material from this biobank. 

11. Who approved this biobank? 
This biobank was established with the approval of the Board of Directors of UMC Utrecht after 
positive advice from the independent Review Committee Biobanks appointed by the Board of 
Directors. This is a committee that assesses whether the biobank complies with all regulations 
and medical-ethical conditions. Before specific scientific research may be done using your body 
material and/or data, first approval must be obtained from this independent committee. This 
committee assesses the specific research on medical-ethical and scientific grounds. In addition, 
the committee determines whether the use is in accordance with the authorisation rights of the 
patient and is consistent with the relevant legislation and regulations and the Biobank and 
research policy of UMC Utrecht. 

12. Discoveries that are of interest to you. 
In exceptional cases, it is possible that during a study in which your medical data and/or body 
material is used, something is discovered that may be of importance for you. Such a discovery 
will always be reported to the independent committee set up by the Board of Directors. This 
committee will weigh all relevant interests, and on this basis, in consultation with the treating 
physician and/or your family doctor, and the medical department head, will decide whether the 
discovery is reported to you or not. If you do not wish to be informed of discoveries that may be 
important for you, you cannot participate in this biobank. 
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13. Your privacy: the confidentiality of your data 
All your data are covered by medical confidentiality. Your personal information, including your 
name, address and other personal information that can be traced back to you as a person will 
remain in our hospital in accordance with the applicable legal regulations. Your personal 
information will not be disclosed to others. 
The medical data and the body materials which can be used for research will be stored under 
a unique code, so that exchange of data is prevented. The medical data and the body materials 
are provided to researchers in an encoded manner, so that the person that carries out the study 
or the institution or company with which he works does not obtain access to your personal data. 
The results of the study will be published, for example in scientific journals. Your personal 
information will not be found in publications. 

14. Costs, ownership and collaboration with companies 
The UMC Utrecht, the HUB and the Hubrecht Institute are not commercial companies and thus 
make no profit from the biobank. But for some studies, it is important to work with companies 
that do make a profit. For example, because they have certain knowledge or equipment that 
we do not possess. These studies are assessed in advance by an independent committee. 
The results of such partnerships can become the property of the company and can be used by 
that company for further developments, such as applying for a patent. You do not receive 
ownership rights to the results, and you cannot claim any possible future financial benefits. 

15. Further information 
If you still have questions after reading this information, you can ask your treating physician or 
the undersigned. The telephone number to reach the undersigned is stated below. 

16. Complaints 
Should you have any complaints about the operation of this biobank, you can contact your 
treating physician or the undersigned. If you would prefer not to do this, you can contact the 
department of Patient Services. This is located in the central hall of the AZU beside the main 
admissions desk, phone 088-7558850. 

17. Giving consent 
If you give consent to participate in this biobank, we ask you to sign the appended consent 
form. This is necessary in order to comply with laws and regulations. If, after you have signed 
the consent form, you decide that you would after all rather not participate in this biobank, you 
can specify this on the appended withdrawal form. 

Do you consent? 
Would you like to collaborate in the study? Please sign the consent form that is appended to 
this letter. 

Sincerely, 

On behalf of the foundation Hubrecht Organoid Technology: 

Mr R.G.J. Vries, foundation Hubrecht Organoid Technology, H Clevers, 

Hubrecht Institute, UMC Utrecht. 

Appendices 

• Consent form 
• Form for the withdrawal of granted consent 
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Hubrecht Organoid Technology - Cystic Fibrosis 

Information for adult CF patients about the storage of tissue in a biobank for research 
into Cystic Fibrosis (CF) 

Date: 25 04 2014 Version number: 3 

I confirm that I have read the information letter ‘Information about the storage of tissue in a 
biobank for research into Cystic Fibrosis (CF)’. I have had the opportunity to ask additional 
questions. These questions have been sufficiently answered. I have had enough time to think 
about participation. 

Whether or not I make my body material and my medical data available will not change my 
relationship with my treating physician. My participation in the biobank is entirely voluntary. I 
know I have the right to withdraw my consent at any time without giving any reason. I also know 
that this will not adversely affect my medical treatment. 

It has been explained to me that persons other than my treating physician may do research 
with the medical data and the body material. I understand that the body material and medical 
data will be encoded, so the person carrying out the research will not know from whom the 
medical data and the body material originates. 

Below I indicate for which sections of the HUB-CF biobank I grant my consent: 

• I consent to the provision of body material to the HUB-CF biobank for scientific and 
commercial research in the field of cystic fibrosis and other diseases that can be studied 
with the body material as described in the information letter. 

• I consent to the use of my data for the purposes described in the information letter. 

• I consent to the storage of the collected medical data and body material for an unspecified 
period for future scientific and commercial use for the purposes described in the information 
letter. 

• I consent for my personal data to be requested from the public registry should this be 
necessary. 

• I consent for my medical information to be requested if necessary in the future from my 
family practitioner and other hospitals where I have been treated. 

• I know that I will be informed about discoveries that are of direct relevance to my health. 

• I also consent for research to be done with my data and body material whereby there is 
cooperation with commercial companies. 

• Name: 

• Birthdate: 
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• Signature: 

I declare that I have discussed his/her intended participation in the HUB-CF biobank with the 
above named person and have answered his/her questions about it. I declare that I am 
prepared to answer any questions that may still arise concerning the HUB-CF biobank to the 
best of my ability. 

Institution: 

Name of investigator: 

Date: Signature: (The donor receives a signed copy of the 

information letter and consent form, the original remains in the UMC Utrecht (stored under the 

responsibility of the Medical department head).

Date: 
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Form for adult CF patients to revoke previously granted consent for storing tissue for 
research into Cystic Fibrosis (CF) 

Date: 29 04 2014 
Version number: 3 

I hereby declare that I withdraw my participation in the HUB-CF biobank. This means that no 
more of my body material may be stored, and no more of my medical data can be collected for 
the HUB-CF biobank. 

I understand that body material collected from me that has already been processed in a study 
cannot be retrieved or destroyed. I also know that the medical data used in a study cannot be 
retrieved or destroyed. This material body and these medical data will remain available in an 
encoded manner to those carrying out the study. 

Concerning my body material that is still stored on behalf of the HUB-CF biobank, I declare that 
my body material: 
O May still be used according to the consent form that I signed earlier, 
O Must be destroyed. 

Name: 

Birthdate: 

Signature: 

I declare that I am aware of the withdrawal of the consent by the above named patient as 
described above. 

Institution: 
Name employee: 

Signature: 

Date: 

Date: 


