There is no uniform informed consent form. The informed consent form is drawn up according to the nature and aims of the research, and the subjects who will take part in the research.  For informed consent to be of the best quality possible, it is important to know which parts of the form need to be retained: the invitation to the subject or the patient for participation, the description of the research, the risks and danger for the subjects, etc.  This consent is signed by the parents, but from 8 years of age up, it is also necessary, alongside this consent, to have the signed consent of the child, insofar and he/she is able to make a decision, and does not have developmental difficulties. 
Instructions are enclosed on drawing up an informed consent form for SCIENTIFIC RESEARCH (PROSPECTIVE) involving children.   
INFORMED CONSENT FOR PARTICIPATION IN RESEARCH 
THE TITLE OF THE RESEARCH
THE LOCATION OF THE RESEARCH
THE NAME AND SURNAME OF THE HEAD OF THE RESEARCH (RESEARCHER)
The general part which must be included in all informed consent forms!
Dear ..., 
We would like to ask you to approve the inclusion of your child/ward ______________ (name and surname) in the research entitled ___________ which will be testing (e.g. the effect of a drug on glycosylated haemoglobin, arterial pressure, a new diagnostic procedure, etc....).  (N.B. scientific research may be open and blind, therefore the type of research must be mentioned here, e.g. the research is open, single blind, double blind. It is necessary to state whether the subject will be paid a fee for participating in the research). 
The research will be conducted in (the place of the research) and it will be financed by ... (project title, donors)...  The research will be conducted for (e.g. a degree dissertation, a Doctoral thesis, a scientific project) Please read this form for Informed Consent for participation in the research carefully. It explains why the research is being conducted, and what the possible risks may be for your child's/ward's health, if they take part in the research.  
If you do not understand any part of the informed consent form, please refer to the research team for an explanation.
The participation by your child/ward in this study is voluntary and they may withdraw from the research at any time.  If you decide to give your consent to participation in this research, you will be asked to sign the Informed Consent form, with an indication of the date.  The Informed Consent is also signed by the researcher, and a signed copy of the Informed Consent will be given to you in person before the research begins.  The original Informed Consent will be kept by the researcher in this research. 
The physician/researcher who is conducting this research will not receive any financial remuneration. If any remuneration is to be paid, it is necessary to state the source and the amount of financing.
The specific part - depending on the nature of the research
INFORMATION ABOUT THE RESEARCH
The subject and aims of the study, why it is begin conducted, how long it will last (write a short passage about the research which all subjects can understand regardless of their level of education). Point out whether the research is being conducted on one or two groups of subjects. If there are two groups of subjects, state the reason for this research (e.g. comparison of two forms of treatment for arterial 
pressure or blood sugar, comparison of two diagnostic tests, methods etc.). Point out that the subjects will be allocated randomly to one of these groups (like when tossing a coin).
Will there be only one meeting (visit) between the subject and the researcher, or several?
What is expected of the subjects? 
At the single meeting (state what will be done).
In the case of repeated meetings, state:
e.g. the number of visits to the doctor, the number of times e.g. blood samples will be taken, or US tests conducted...
(During this research you will come to visit for tests twice a week/a total of five times in the next five months, that is, once a month, etc.)
You must give a description: 

Of the visit at the beginning of the research: learning about the research and procedures, tests, analyses. Then you will be given medication, continue with your current therapy, US diagnostics will be conducted, they will be monitored etc.).
A visit after e.g. two weeks, a month etc.... (point out if the same procedures will always be conducted at each visit). If not, point out the differences between them, e.g. the first and third visits.
Special note for genetic research: Describe precisely each genetic test that will be performed and why it will be performed.
Will it be necessary for the subjects to stay in the hospital during the research, or is it sufficient for them to visit an out-patients’ clinic?
The end of the informed consent - compulsory for all informed consent forms
THE POSSIBLE RISKS AND UNPLEASANT ASPECTS! For example: This research does not involve any risk apart from the usual everyday risk OR  
State all the risks: in relation to taking blood or CSF, US tests, discomfort during e.g. electromiography, possible allergic reactions...
MAY BE USED: Your child/ward may, but will not necessarily have direct medical benefit from participating in this study, OR they may have the following benefits from participating in this study.  Possible benefits for other people with the same health problems as you have, possible benefits for society, etc. AVOID UNREALISTIC EXPECTATIONS!
INCIDENTAL FINDINGS
Special note for genetic research: If incidental findings arise which indicate a serious genetic disease, it must be emphasized what you will do as the researcher. 
If during the research you discover ... (describe procedures if incidental findings arise during the research (e.g. discovery of a genetic illness during genetic research, haematological illnesses when taking blood samples, cancer tissue during a biopsy...), the subject will be informed accordingly/will not be informed.  If the results of the research indicate factors which cause or significantly contribute to the risk of occurrence of an illness, the subject will be informed of this. The subjects may also be informed of the results of the research if they so request. 
NEW RESULTS: If new results are obtained during the research, the subject will be informed accordingly.  
CONFIDENTIALITY AND PROTECTION OF PERSONAL DATA
The personal medical data and biological materials (e.g. blood, CSF etc.) of the subjects will be...  
Description of procedures to protect data/confidentiality/privacy of the subjects 
How long will personal data and biological materials be kept after the end of the research?
Will personal data and biological materials be destroyed immediately after the end of the research? 
Will personal data and biological materials be sent/sold to a third party for further research? 
Note: It must be pointed out that personal data and biological materials will be used ONLY for the proposed research. If the same data and biological materials are intended for use in other research, it is necessary to mention that research and research methods, or to seek consent again from the subjects and the appropriate ethics committee. 
BENEFITS FOR RESEARCHERS
The results of the research will be used (for which purposes?) for the publication of scientific papers and congress presentations, to draw up the appropriate guidelines for therapy.
WHO APPROVED THIS RESEARCH?
State who approved this research: the Ethics Committee of a health institution, the Ethics Committee of the School of Medicine of the University of Zagreb.
VOLUNTARY PARTICIPATION
Participation in this research is completely voluntary. Your decision about whether you want or do not want your child/ward to be included in this research will in no way influence the manner, procedures or course of their treatment.  If you decide that your child/ward will participate in the research, you may terminate that participation at any time.  A decision to terminate participation in the research will in no way affect the manner, procedures and course of their treatment. If you want to terminate their participation in this research, it is sufficient to tell the physician/researcher.  
QUESTIONS ABOUT THE RESEARCH AND CONTACT INFORMATION
For any other questions about the research itself, you can talk to (who? the name and surname of the person, telephone number, e-mail).
If you become ill or suffer any injury during this research, please talk to the researcher (who? the name and surname of the person, telephone number, e-mail). 
Read this text together with the researcher. 
By my signature I hereby confirm that I have been informed about the aims, benefits and risks of this research, and I give my consent for my child/ward_______________________________to take part in this research.
Zagreb,__________________( Date).
__________________                                                                      __________________
Signature of parent/guardian                                                            Signature of head of research
                                                    (Please state here the name and 
surname and title of the researcher)
*Note: The form for Informed Consent for children must be signed by both parents, unless one of the parents has died or has been divested of disposing capacity. If the child has no parents but a guardian, the guardian is to sign the form.                                                                                
�Comparison of the effect of two forms of treatment on arterial blood pressure OR comparison of two forms of treatment for arterial blood pressure??





