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INFORMATION LETTER AND INFORMED CONSENT FOR ADULT PATIENTS (≥16 years) 

 
Allo-antibody formation in Sickle Cell Disease after blood transfusion: 

The role of inflammation and genetics 
 
Dear Sir / Madam, 
 
You are asked to take part in a medical-scientific study. Participation is voluntary. Participation 
requires your written consent. You have received this letter because you have sickle cell disease. 
Before you decide whether you want to participate in this study, you will be given an explanation 
about what the study involves. Please read this information carefully and ask the investigator for an 
explanation if you have any questions. You can also ask the independent expert, who is mentioned at 
the end of this document, for additional information. And you may also discuss it with your partner, 
friends or family. 
The Medical Research Ethics Committee of the Academic Medical Center has approved this study. 
Additional information about the assessment of research and participating in a study can be found in 
the enclosed general brochure on medical research. 
 
GENERAL INFORMATION 
This study has been designed by Sanquin (blood bank) and is being carried out by doctors and 
investigators at the Academic Medical Center (AMC), Erasmus Medical Center (EMC) , Haga 
Ziekenhuis and Radboud Universitair Medisch Centum. A total of 150 participants is expected in this 
study. 
 
WHAT IS THE PURPOSE OF THIS STUDY? 
Many patients with sickle cell disease receive blood transfusions. You will receive blood  from a blood 
donor to replete your own blood in case of severe illness. Some patients react to this transfused 
blood. These patients then form antibodies against this blood. Antibodies are tiny particles in blood 
that can destroy the transfused blood of the donor. At next transfusions we need to find blood that 
will not be destroyed by the antibodies. It can become increasingly difficult to find suitable blood for 
you.  
Previous research showed that small differences in genetic information and inflammation at the time 
of a blood transfusion can both influence the formation of these antibodies. In this study, we can see 
in what way the body reacts to a blood transfusion and in how this reaction differs between people 
who do form antibodies and people that do not. If we understand what happens, we can take 
measurements for future blood transfusions to prevent new antibody formation. 
 
HOW WILL THIS STUDY BE PERFORMED? 
This study start when you have to receive a blood transfusion. This means that previous to 
transfusion we will collect some extra blood from you. Afterwards, at 4 more time points, extra blood 
will be collected. This will be on day 1 after transfusion and at one 1, at 4 weeks and 6 months after 
transfusion. Why do we want to examine your blood 5 times? At each time point, we can find 
different cells and particles with unique properties in your blood. All these time points together can 
give us information about the response of your body on a blood transfusion and if you have formed 
antibodies.   
This means for you that we have to collect a few blood samples. We will try to take these samples 
during a regular appointment at the outpatient clinic, or when you are still listed on the ward, in order 
to minimize extra blood sampling moments. Though it may not be possible to combine all these 
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moments, which could mean there will be additional blood samplings. This can either performed at 
the hospital or at your house, in order to minimize the extra visits to the hospital. 
 
WHAT WILL BE EXPECTED OF YOU? 
Once you have given your consent for participation in this research, we will take a total of 5 
additional blood samples of 18-36 ml (maximum of 6 tubes) each time. This amount does not cause 
any problems in adults. To compare: a blood donation involves 500 ml of blood being taken each 
time. 
It is important that you contact the investigator:  

- before you start using other medicines 
- if you are admitted to hospital or are going for treatment there.  
- if you no longer want to participate in the study. 
- if your contact details change. 

 
WHAT ARE POSSIBLE ADVANTAGES AND DISADVANTAGES OF PARTICIPATION IN THIS 
STUDY? 
If you participate in this study, it will not mean that you will suffer less from your disease. But you will 
contribute to increased knowledge about the antibody formation after blood transfusions and about 
which patients have a high risk for developing antibodies. We hope to use this information to further 
increase blood transfusion safety in the future.  
The disadvantage of this study is that for 5 times an extra amount (18-36 mL) of blood is taken from 
you. We strive to combine sampling with regular blood samples requested by your doctor, to reduce 
the burden for you and to minimize extra drawings and hospital visits. When you participate in this 
study, you are not at risk for additional health problems. You will receive the standard care. 
 
VOLUNTARY PARTICIPATION  
You decide whether you participate in the study or not. Participation is voluntary. Whatever you 
decide, it will not affect your treatment and care for yourself and your family.  
If you decide not to participate, you do not need to do anything. You do not need to sign anything. 
You do not need to state why you do not want to participate. You will receive the care and treatment 
that you normally get. If you do participate, you can always change your mind and quit anyway, 
without giving any reason.  
 
END OF THE STUDY 
Your participation in the study stops when 

- you have completed all the visits  
- you choose to stop 
- the end of the entire study has been reached  
- the investigators, the government or Medical Research Ethics Committee, decides to stop the 

study. 
 
 
USAGE AND STORAGE OF YOUR DATA 
For this study it is necessary to collect and use your blood, your medical and personal data. Each 
study subject will receive a code that will be marked on the blood and the data. Your name and other 
personal data will be deleted. 
 
 



                               NL 60834.018.17 

Patient information ENGLISH - Adults 
Page 3 of 7 

Version 5.0 dd 13-12-2017 (based on Dutch master version 5.0)               
 

Your data 
All your data will remain confidential. The investigators are the only people who will know which code 
you have. The key to the code will stay with the investigator. In the reports about the study only use 
this code will be used.  
Some people may access your medical and personal data. This is to check whether the study has 
been conducted in a good and reliable manner. People who may access your data are  the study 
team, a monitor working for the conductor of the study (Sanquin) and the Healthcare Inspectorate. 
They will keep your data a secret. If you sign the consent form, you consent to your medical and 
personal data being collected, stored and accessed. 
The investigator will store your data for 15 years. If you decide to stop your participation in this study 
prematurely, the investigators will stop collecting data. You can request to destroy all the blood 
samples that were taken from you. All material that has not been used will then be destroyed.  
If we find antibodies in your blood, we will inform you and your doctor. At next transfusions, this will 
be taken into account when searching for suitable blood. 
 
Future use of data and/or bodily material 
Blood we collect from you can be of use for future research on your disease. For this, we have drawn 
up special regulations, for which your consent will be asked in a different letter. 
 
CHARGES, FEES AND INSURANCE  
There are no costs for you  when participating in this study. Travelling expenses will be covered if you 
have to come to the hospital for an additional visit. You will not otherwise be reimbursed for 
participation. Participation in this study is not associated with any risks. The study team therefore has 
been relieved of the obligation for an additional insurance.    
 
ANY QUESTIONS? 
Of course you need time to consider your participation in this study. You probably want to discuss the 
study with others. You have the opportunity to do so. You will get at least 24 hours before you have 
to decide. If you have more questions after reading this information, you can discuss this with your 
doctor or the study doctor in your hospital.  
If you are unsure about your participation in this research, you can also contact the independent 
doctor. This doctor is not involved in this study, but is an expert on this field and your illness. It is 
also possible to contact this doctor during the study, if you have any questions that you rather not 
discuss with your own doctor or the study doctor. If you are discontent with the investigation or 
treatment, you can file a complaint. At the bottom of this letter you will find the contact information 
 
SIGNING OF THE CONSENT FORM 
If you decide to participate in this study, we ask you to sign the consent form. By signing this consent 
form, you agree to participate in this study. You can at any time withdraw your consent to 
participate. Your doctor or the study doctor will also sign the consent form, confirming that you are 
informed about the study and that you have received this mailing. You will receive a copy of the 
consent form along.  
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Contact information 
You can get more information about this study with one of the doctors or researchers: 
 

- Dr. B. Biemond 
Tel:  020-5665785    E-mail:   b.j.biemond@amc.nl   
    

- Drs. J. Gerritsma, coordinating physician-scientist 
Tel:  020-5668668   E-mail:  starring@amc.nl 

 
Independent physician 
If you are unsure whether to participate or not, you can contact the independent doctor, who is not 
involved in the investigation, but is an expert in the field of this study. Also if you have questions 
before or during the study that you prefer not to talk about to your doctor, you can contact the 
independent physician: 

• Dr. Pajkrt - Tel: 020-5662727 
  
 
Kind regards, 
 
 
Drs. Jorn Gerritsma    Dr. B. Biemond 
Coordinating investigator   Hematologist  
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Appendix A: 

STUDY CONSENT FORM (adults) 
Allo-antibody formation in Sickle Cell Disease after blood transfusion: 

The role of inflammation and genetics 
 
    

• I have read the English study information for adults. I was able to ask additional questions. My 
questions have been answered satisfactorily. I have had sufficient time to decide whether to 
participate or not. 

• I know that my participation is completely voluntary. I may at any time decide to withdraw my 
consent and participation without having to give any reason for this. 

• I hereby give my consent for my participation in the above mentioned medical scientific research.  
• I hereby give my consent for requesting information at the GP/treating specialist about my 

disease. 
• I know some people have access to my personal data. Those people are mentioned in the 

information letter. 
• I give permission to collect blood samples and process the data for the purposes described in this 

information letter. 
• I give permission for the storage of my personal data (coded) for up to 15 years after completion 

of the study. 
 
I   give / do not give*   consent to be contacted in the future for further research. 
 
I want to participate in this study. 

 
 

 
 
|___________________________________|  |__|__| - |__|__| - |__|__|__|__| 
 Name participant **                                   Date of birth ** 
 
 
|___-____-______|     |___________________________| 
Current date **       Signature  
 

I hereby declare that I have fully informed the subject about the mentioned study. If during the 
research information comes available that could affect the consent of the subject, I'll inform him / her 
timely. 
 
|_______________________________|    |___-____-______| |___________________________| 
Name research employee **     Current date ** Signature    
          
*   Please strike out whatever answer is not applicable  
** Please use block letters. Note the date in the following way: dd-mm-yyyy. 
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Appendix A (copy) 
STUDY CONSENT FORM (adults) 

Allo-antibody formation in Sickle Cell Disease after blood transfusion: 
The role of inflammation and genetics 

 
    

• I have read the English study information for adults. I was able to ask additional questions. My 
questions have been answered satisfactorily. I have had sufficient time to decide whether to 
participate or not. 

• I know that my participation is completely voluntary. I may at any time decide to withdraw my 
consent and participation without having to give any reason for this. 

• I hereby give my consent for my participation in the above mentioned medical scientific research.  
• I hereby give my consent for requesting information at the GP/treating specialist about my 

disease. 
• I know some people have access to my personal data. Those people are mentioned in the 

information letter. 
• I give permission to collect blood samples and process the data for the purposes described in this 

information letter. 
• I give permission for the storage of my personal data (coded) for up to 15 years after completion 

of the study. 
 
I   give / do not give*   consent to be contacted in the future for further research. 
 
I want to participate in this study. 

 
 

 
 
|___________________________________|  |__|__| - |__|__| - |__|__|__|__| 
 Name participant **                                   Date of birth ** 
 
 
|___-____-______|     |___________________________| 
Current date **       Signature  
 

I hereby declare that I have fully informed the subject about the mentioned study. If during the 
research information comes available that could affect the consent of the subject, I'll inform him / her 
timely. 
 
|_______________________________|    |___-____-______| |___________________________| 
Name research employee **     Current date ** Signature    
          
*   Please strike out whatever answer is not applicable  
** Please use block letters. Note the date in the following way: dd-mm-yyyy. 

 
 

 


	INFORMATION LETTER AND INFORMED CONSENT FOR ADULT PATIENTS (≥16 years)
	STUDY CONSENT FORM (adults)
	STUDY CONSENT FORM (adults)

