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1. INTRODUCTION:  

 
We are writing to inform you about a study in which you are invited to participate. This 
study is promoted by the PETHEMA Foundation and has been approved by the Ethics 
Committee for Research with Medicines of the Hospital Universitario y Politécnico La Fe 
(CEIm La Fe), in accordance with current legislation, law 14/2007 on biomedical 
research (article 60), and will be conducted in accordance with the Declaration of Helsinki 
(Fortaleza, Brazil, October 2013) and Good Clinical Practice Guidelines.  
 
Our intention is only that you receive sufficient and correct information so that you can 
evaluate and judge whether or not you want to participate in this study. To this end, 
please read this information sheet carefully and we will answer any questions you may 
have after the explanation. In addition, you can consult with the persons you consider 
appropriate. 
 

2. VOLUNTARY PARTICIPATION: 
 
You should be aware that your participation in this study is voluntary and that you can 
decide not to participate and withdraw your consent at any time, without this altering your 
relationship with your doctor or prejudicing your treatment. 
 
If in the future you revoke the consent now given, we will ask you for the option of 
destroying the samples or storing them without identity. This action will take effect only 
for the portion of the samples donated to participating centres or biobanks. Samples or 
clinical information necessary for the treatment and resolution of your disease and/or 
dysfunction will not be destroyed. 
 

3. GENERAL DESCRIPTION OF THE STUDY:  
 

You are affected by acute myeloid leukaemia. Acute myeloid leukaemia (AML) is a 
neoplastic disease (cancer) of the bone marrow characterised by inefficient production 
of blood components, with alterations of blood cells (anaemia, neutropenia and 
thrombocytopenia), and/or increased white blood cells and invasion of the bone marrow 
and other tissues by leukaemic cells. In recent years, significant advances have been 
made in the understanding of AML and it is known to be a very heterogeneous disease, 
with different alterations (mutations) in the genes of leukaemic cells. Several diagnostic 
techniques are currently used to characterise the genetic alterations in leukaemic cells, 
such as PCR and NGS. Flow cytometry is another diagnostic technique, which allows a 
characteristic pattern of leukaemic cells to be established.  
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It is known that one of the main prognostic factors in AML is the persistence or recurrence 
of leukaemic cells (minimal residual disease or MRD) after treatment. The performance 
of these studies requires centralisation to ensure quality and homogeneity of results. 
Likewise, the comprehensive management under predefined standards of donated 
biological samples (blood, marrow and/or saliva) to carry out future biomedical research 
studies on AML must be carried out in units and services legally authorised and certified 
for this purpose, such as biobanks. Therefore, donated biological samples could 
preferably be managed by a biobank participating in the PETHEMA collaborative group. 
For this purpose, seven national centres of the Spanish PETHEMA Group (Hospital 
Universitario la Fe in Valencia, Hospital Universitario de Salamanca, Hospital 12 de 
Octubre in Madrid, Hospital Universitario Virgen del Rocío in Seville, Hospital Dr. Negrín 
in Las Palmas de Gran Canaria, Hospital Reina Sofía in Córdoba and Clínica 
Universidad de Navarra) have been selected so that all participating hospitals can send 
their patients' samples. 
 
Genetic and molecular information may be important to improve the diagnosis of AML, 
improve therapeutic outcomes and open up new lines of research to improve the 
prognosis and characterisation of the disease in the future. As part of the process of 
diagnosing your disease, and also for follow-up, studies of bone marrow, the site where 
blood cells are made, are routinely required. This procedure is described below. With 
this consent, you are asked to give your permission for part of the bone marrow sample 
to be sent to one of the seven central laboratories of the Spanish PETHEMA Group, 
where the leukaemia cells will be characterised and quantified with high quality standards 
using these laboratory techniques. Authorisation is also requested to keep part of this 
bone marrow sample frozen in order to be able to carry out other research studies on 
acute leukaemia in the future, should the need arise. 
 

4. BENEFITS AND RISKS ASSOCIATED WITH THEIR PARTICIPATION IN THE 
STUDY:  

 
We hope that by participating in this study, the most complete study possible of your 
leukaemic cells can be carried out, improving the quality of diagnosis and follow-up of 
AML. We also hope that with your donation, lines of research related to the disease can 
be developed. You may not get any benefit from your participation in this study, but you 
can help other patients with the same problem in the future.  
 
You may be contacted again in order to obtain further information about your situation. 
In this case, you will be informed again and will be free to accept or refuse such 
participation. It is possible that information relating to your health may be obtained as a 
result of the development of biomedical research projects and, in particular, genetic data 
with possible clinical relevance. In this regard, you may request information relating to 
your health derived from the study of donated samples. To exercise this right, you may 
contact the clinician in charge of your treatment who will contact the corresponding 
reference centre. 
 
 
 

5. ALTERNATIVE TREATMENTS:  
 

If you decide not to participate in this study, you will receive the same treatment and 
medical care as if you were not participating in the study and as your doctor considers 
most appropriate. 
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6. EMERGENCY NUMBER FOR PROBLEMS IN THE STUDY:  
 
If you have any questions about the study or any harm related to it, please contact the 
study coordinator, Dr. Pau Montesinos, on +34 961245876. 
 
 

7. CONFIDENTIALITY:  
 
The processing, communication and transfer of personal data of all participating subjects 
shall comply with the provisions of Organic Law 3/2018 of 5 December on data protection 
and guarantee of digital rights and Regulation (EU) 2016/679 of the European Parliament 
and of the Council of 27 April 2016 on Data Protection (GDPR). In accordance with the 
provisions of the aforementioned legislation, you may exercise your rights of access, 
modification, opposition, cancellation of data, limit the processing of data that are 
incorrect and request a copy or that they be transferred to a third party (portability) for 
which you should contact the principal investigator of the study or the Data Protection 
Officer of the Institution, who can be contacted via telephone and/or email address: 
montesinos_pau@gva.es.  
 
We remind you that the data cannot be deleted, even if you stop participating in the 
study, in order to guarantee the validity of the research and to comply with legal 
obligations. You also have the right to contact the Data Protection Agency if you are not 
satisfied. 
 
Both the Centre and the Sponsor are respectively responsible for the processing of your 
data and undertake to comply with the data protection regulations in force. The data 
collected for the study will be identified by a code, so that no information that can identify 
you is included, and only your study doctor/collaborators will be able to relate this data 
to you and your medical history. Therefore, your identity will not be disclosed to any other 
person except to health authorities, when required or in cases of medical emergency. 
The Ethics Committees for Research on Medicinal Products, representatives of the 
Health Inspection Authority and personnel authorised by the Sponsor will only have 
access to check personal data, clinical trial procedures and compliance with the 
standards of good clinical practice (while maintaining the confidentiality of the 
information).  
 
The Investigator and the Sponsor are obliged to retain the data collected for the study 
for at least 25 years after completion of the study. Thereafter, your personal information 
will only be retained by the Facility for your health care and by the Sponsor for other 
scientific research purposes if you have given your consent to do so, and if permitted by 
applicable law and ethical requirements.  
 
Only the data collected for the study will be processed to third parties and to other 
countries, which in no case will contain information that can directly identify you, such as 
name and surname, initials, address, social security number, etc... In the event of this 
transfer, it will be for the same purposes of the study described and guaranteeing 
confidentiality with at least the level of protection of the legislation in force in our country. 
 
If we transfer your encrypted data outside the EU to our group entities, service providers 
or scientific researchers who collaborate with us, the participant's data will be protected 
with safeguards such as contracts or other mechanisms by data protection authorities. If 
the participant would like to know more about this, please contact the promoter at the 
following address: protecciondedatos@fundacionpethema.es.  
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8. FINANCIAL COMPENSATION:  

 
The study sponsor is responsible for managing the funding of the study, so your 
participation in the study will not incur any costs for you. Likewise, neither you nor your 
family will receive any financial compensation or other material benefits for donating your 
samples. Your samples will not be sold or distributed to third parties for commercial 
purposes, but the costs of obtaining, conserving and sending the material for biomedical 
research purposes will be passed on, on a non-profit basis, to those who use them in 
accordance with current legislation. 
 
The donation of samples will not prevent you or your family from making use of them, 
provided that they are available, when required and their final use is justified clinically or 
therapeutically. You should know that the diagnostic use of the donated sample will have 
priority over samples used in biomedical research, therefore, the centres and biobanks 
in charge of their management will guarantee the existence of material for this purpose. 
  
In the event of a possible closure of the centre or biobank or revocation of the 
authorisation for its constitution and operation, the information on the destination of the 
samples for clinical or research purposes will be available in the National Register of 
Biobanks, Collections or in the register of the public authority that holds the competence 
at that time, so that it can express its conformity or disagreement in relation to the 
intended destination of the samples. 
 

9. OTHER RELEVANT INFORMATION:  
 
Any new information that is discovered during your participation that may affect your 
willingness to participate in the study will be communicated to you by your physician as 
soon as possible. 
 
If you decide to withdraw consent to participate in this study, no new data will be added 
to the database and, if samples have been collected, you may request the destruction of 
all identifiable samples previously collected to prevent further analysis. 
 
You should also be aware that you may be excluded from the study if the study sponsor 
or investigators deem it appropriate, either for safety reasons or because they feel that 
you are not complying with the established procedures. In either case, you will receive 
an adequate explanation of why it has been decided to withdraw you from the study. 
 
The promoter may suspend the study provided that it is due to any of the circumstances 
contemplated in the legislation in force. 
 
By signing the attached consent form, you agree to comply with the study procedures 
outlined to you. At the end of your participation you will receive the best available 
treatment that your doctor considers most appropriate for your disease. 
 

10. COLLECTION AND USE OF BIOLOGICAL SAMPLES:  

 
Your participation in this study involves the collection and use of biological samples for 
research purposes, for which Law 14/2007 on biomedical research and Royal Decree 
1716/2011 will be observed, regulations that guarantee respect for the rights to which 
you are entitled.  By signing this document, which has been reviewed and favourably 
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evaluated by the Ethics Committee for Research involving medicinal products that has 
approved this study, you agree to the use of your samples for the purposes of this study.  
 
As part of the process of diagnosing and monitoring your disease, a study of your bone 
marrow is required as part of your routine care practice. Thus, if you participate in the 
study, biological samples (bone marrow, peripheral blood and/or saliva) will be obtained 
as part of the routine diagnosis and follow-up of your disease. The procedure for 
obtaining the samples will be carried out in your hospital in accordance with the clinical 
practice of each centre, so it does not involve any additional procedure to those usual in 
your routine medical care. An additional blood sample and a bone marrow sample will 
be obtained as part of the study of the disease using more advanced diagnostic and 
research techniques, to be sent to the reference laboratory.  Alternatively, a saliva 
sample may be requested. Additionally, your participation will require you to donate 
surplus of these samples for freezing and further research studies on acute myeloid 
leukaemia in the future. 
 

10.1 Sample collection  
 

The bone marrow sample will be obtained by bone marrow puncture-aspiration. First, 
you will be given a local anaesthetic. If you are allergic to these preparations, you must 
inform your doctor. Next, the bone is punctured and blood is collected (bone marrow 
aspiration) in an amount of approximately 3 ml, or a small cylinder of bone is punctured 
and collected (bone marrow biopsy). Aspirations are usually performed on the sternum 
or posterior iliac crest; biopsies are performed on the anterior or posterior iliac crest. 
Eventually and under certain circumstances, diagnostic and biomedical research studies 
would be performed on peripheral blood, as if it were a normal blood test. Blood is 
obtained by puncturing a peripheral vein and drawing blood.  
Saliva samples can be donated to complete biomedical research studies. This is 
obtained by collecting a sample of your saliva in a suitable container.  
 
 

10.2 Side effects  
 

At the time of aspiration, you may feel some pain at the puncture site. There may be a 
temporary bruise or bruising in the area where the test was performed. In principle, these 
are the most common complications. Other complications are rare and include infection 
at the puncture site, allergic reactions to the anaesthetic or bleeding.  
Obtaining the blood does not entail any type of complication or side effect, only a slight 
bruise at the puncture site, which will disappear in a few hours. 
There are no side effects associated with saliva collection. 
 

10.3 Handling, processing, preservation and use of biological material 
 

AML samples, at initial diagnosis or at later times, will be coded with a unique identifier 
for each patient that does not include personal data. Subsequently, they will be sent to 
the corresponding reference centre laboratory of the Spanish PETHEMA Group where 
they will be handled, processed and stored following standardised working protocols 
agreed upon by all the reference centres. The activities to be carried out by these centres 
will be:  
 

- Analysis of relevant genes in AML. 

- Flow cytometry to detect leukaemic cell markers.  

- Plasma collection and deep-freezing (-80ºC). 



 

IIS-F-PG-22-03 v02 

- Obtaining nucleic acids and deep-freezing (-80ºC).  

- Collection and cryopreservation of leukaemic cells (in N2(l) at -196°C). 
 

The results of the analyses related to diagnosis and treatment will be communicated to 
your doctor as soon as possible. Surplus material that can be used in biomedical 
research lines that improve the prognosis and characterisation of AML, and that may 
arise within the PETHEMA group, will be stored in the reference centres or in their legally 
authorised and accredited biobanks. The processing and conservation of this biological 
material will follow standard procedures agreed upon by the participating centres and 
biobanks.  
 
The use of biological material for use in biomedical research projects will follow the 
requirements established in the legislation described above. These studies must be 
previously approved by external ethics and scientific committees to which the centre or 
biobank where the samples will be stored is attached. Samples for research purposes 
will be managed by the centres and biobanks until the end of the stock if there is no 
revocation of this consent. 
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WRITTEN CONSENT  
           (copy for the centre and biobank) 

 
Study Title: DEVELOPMENT OF A COMPREHENSIVE DIAGNOSTIC PLATFORM 
FOR PERSONALISED MEDICINE IN ACUTE MYELOBLASTIC LEUKEMIA (study 

code: PLATAFO-LMA) 
 
I, as a participant  

• I have read the information sheet provided to me. 

• I was able to ask questions about the study. 

• I have received sufficient information about the study. 

• I have spoken to the researcher, below 

• I understand that my participation is voluntary. 

• I will receive a signed and dated copy of this informed consent document. 
 
I understand that I can withdraw from the study: 
1st Whenever you want 
2º Without having to give explanations. 
3º Without affecting my medical care. 
 
I wish to be informed of information arising from the research which may be relevant to 
my health: ⎕ Yes ⎕ No ⎕ No   
 
I freely agree to participate in the study. 
 
Participant's Signature  
 
 
 
Name:       
 
 
Date: ____/____/____ 

Researcher's signature 
 
 
 
Name:       
 
 
Date: ____/____/____ 

 
(Name and surname, signature and date in the patient's own handwriting) 
 
 
If necessary: 
    
Signature of the legal representative  
 
 
Name                                                      Date: ____/____/____  
(Name and surname, signature and handwritten date of the legal representative)  
 
 
Signature of the impartial witness  
 
 
Name                                                      Date: ____/____/____  
 (Name and surname, signature and date in the handwriting of the impartial witness)  
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WRITTEN CONSENT  
     (patient's copy) 

 
Study Title: DEVELOPMENT OF A COMPREHENSIVE DIAGNOSTIC PLATFORM 
FOR PERSONALISED MEDICINE IN ACUTE MYELOBLASTIC LEUKEMIA (study 

code: PLATAFO-LMA) 
 
I, as a participant  

• I have read the information sheet provided to me. 

• I was able to ask questions about the study. 

• I have received sufficient information about the study. 

• I have spoken to the researcher, below 

• I understand that my participation is voluntary. 

• I will receive a signed and dated copy of this informed consent document. 
 
I understand that I can withdraw from the study: 
1st Whenever you want 
2º Without having to give explanations. 
3º Without affecting my medical care. 
 
I wish to be informed of information arising from the research which may be relevant to 
my health: ⎕ Yes ⎕ No ⎕ No   
 
I freely agree to participate in the study. 
 
Participant's Signature  
 
 
 
Name:       
 
 
Date: ____/____/____ 

Researcher's signature 
 
 
 
Name:       
 
 
Date: ____/____/____ 

 
(Name and surname, signature and date in the patient's own handwriting) 
 
 
If necessary: 
    
Signature of the legal representative  
 
 
Name                                                      Date: ____/____/____  
(Name and surname, signature and handwritten date of the legal representative)  
 
 
Signature of the impartial witness  
 
 
Name                                                      Date: ____/____/____  
 (Name and surname, signature and date in the handwriting of the impartial witness)  
 


