
There is no uniform informed consent form.   Informed consent forms are drawn up according to the nature and aims of the research and the subjects who will take part in the research.   For the informed consent to be as good as possible, it is important to know what it must contain (e.g. an invitation to subjects (patients) to participate, a description of the research, a list of the risks and dangers for the subjects in the research etc.)
Attached are Instructions for Drawing up Informed Consent for SCIENTIFIC (PROSPECTIVE) RESEARCH involving adults. 
INFORMED CONSENT FOR PARTICIPATION IN RESEARCH 
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 Madam/Sir, 
We are writing to invite you to participate as a subject in scientific research to test (e.g. the effect of a drug on glycosylated haemoglobin, blood pressure, a new diagnostic approach etc. ..............)    (N.B. scientific research may be open and blind.  Therefore the type of research must be mentioned here.  For instance, “the research is open, single blind, double blind”; it must be mentioned if the subjects will receive remuneration for taking part in the research). 
We would like you to participate because (e.g. you have signs and symptoms of an acute illness/ for many years you have been suffering from Type 2 diabetes/you have been receiving treatment for high blood pressure).   The head of the research is: (name and surname of the researcher).  The research will be conducted at (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 informed consent on participation in the research carefully. It explains why the tests will be conducted and what the possible risks for your health may be if you agree to take part.  
If you do not understand any part of the informed consent, please ask the researcher in this research to explain.  Your participation in this research is voluntary and you can withdraw at any time.  If you decide to take part in this research, you will be asked to sign the informed consent with an indication of the date.  The informed consent will also be signed by the researcher, and you will receive a signed copy of the informed consent in person before the beginning of the research.  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 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 being 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 to be two groups of subjects, state the reason for that form of research (e.g. a comparison of two forms of treatment for blood pressure or blood sugar, a comparison of two diagnostic tests, methods etc.). Point out that the subjects will be allocated randomly to one of those groups (like tossing a coin). 
Will the subjects meet (visit) the researcher once or several times?
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 for tests twice a week/a total of five times in the next 5 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 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 risks except the usual everyday risks.  OR  
State all the risks: in relation to taking blood or CSF, US tests, discomfort during e.g. electromiography, possible allergic reactions
Pregnancy: if pregnancy occurs, the subject will be excluded from the research.  Use the usual categories which apply to conduct of regular diagnostic methods, which may not (or may) be conducted if the subject is pregnant.  Risks: The same applies to the use of drugs in pregnancy.  THE QUESTION OF CONTRACEPTIVES!
MAY BE USED:  You may, but not necessarily, have direct medical benefit from participation in the research.  OR You may have the following benefit from participation in the research:...  possible benefits for other people with the same health problems 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 in cases when 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 during the research new results are obtained, the subject will be informed accordingly. 

CONFIDENTIALITY AND PERSONAL DATA PROTECTION

Personal medical data and biological material (eg blood, liquor, etc.) of the examinees will be

Description of procedures for data protection / confidentiality / privacy of respondents

How long will the personal data and biological material be stored for a long time after the research is completed?

Will personal data and biological material upon completion of research be immediately destroyed?

Will it be sent / sold to a third party for further research?

Note: It is imperative to emphasize that personal data and biological material will be used ONLY in the proposed research. If the same data and biological material are intended to be used, other researches should include such research and research methods or, subsequently, request approval from the respondents and the appropriate ethics committee.

NOTE: The section on the protection of personal data should also have a part related to GDPR (The European Union General Day Protection Regulation EU2016 / 679).
Possible text of this section:

"According to the EU Data Protection Act (Data Protection Directive, which was replaced by the General Data Protection Act on May 25, 2018), your researcher makes important decisions in using and disclosing your personal information and will be jointly responsible as a" controller " to respect this law.

Through the researcher you have the right to access all the data collected about you and to ask for their corrections if incorrect during the research / after the active participation in the research. (IMPORTANT !!! here please choose one of two options because this depends on the type of test that would not affect the results of the research).

You have the right to a complaint in the way you deal with your information, and you can refer it to the responsible responsible body for enforcing privacy protection laws. The list of competent authorities in the European Union is available on this link: http://ec.europa.eu/justice/data-protection/article29/structure/data-protection-authorities/index_en.htm. For the Republic of Croatia, the Agency for Protection of Personal Data, Martićeva ulica 14, HR - 10 000 Zagreb, may file a complaint with you.

It is possible that recipients of your personal information are located in countries that do not provide the same standard of data protection as in Croatia, which increases the risk that you will not be able to exercise these rights, and the recipient organizations do not have to be legally bound to fully protect your data. Certain international recipients of your data may have signed specific contracts for obtaining legal protection against the data transferred to them (the so-called standard data protection agreement). In any case, all parties involved in the research are required to preserve your privacy.

If you withdraw from the survey, the data collected before your withdrawal can still be processed along with other data collected in the survey. You have the right to demand that all previously collected samples be destroyed.

This research can only be carried out by collecting and using personal data of the respondents in the manner described in this informed consent and you can only participate in it if you consent to this.

If you have any questions, comments, or complaints about how your data is processed, you first need to contact the researcher and he will forward your request to the data protection personnel. "

BENEFITS FOR THE 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 wish to participate or not in this research will in no way affect the form, procedures or course of your treatment.  If you decide to participate in the research, you may withdraw your participation at any time.  You will inform the researcher of your decision in writing (address give on this form). Your decision not to participate in this research will in no way affect the form, procedures or course of your treatment. 
QUESTIONS ABOUT THE RESEARCH AND CONTACT INFORMATION
For further questions about the research itself you may contact (whom? name and surname of that person? telephone number?..)
If you become ill or suffer any injury during this research, please contact the researcher (name and surname of that person, telephone number) 
Please read this form together with the researcher and/or members of your family. 
I confirm by my signature that I have been informed of the aims, advantages and risks of this research and I consent to participate in it. 
Zagreb,__________________( Date).
__________________                                                                      __________________
Signature of the participant or                                                  Signature of the head of the research
Their legal representative                                                (here give the name and surname and title of 
                                                                                             the researcher,  or institution)
I, the physician-researcher, confirm that I have provided the necessary information about this research orally, and given a copy of the informed consent, signed by the subject and the researcher.   
______________________
Signature of head of research 
(here give the name and surname of the researcher, or institution)
Additional notes: If both sick and healthy people are participating in the research, it is necessary to prepare separate consent forms for healthy subjects.  Informed consent should be adjusted to healthy subjects, and emphasise the purpose of participation by healthy subjects.  Give a precise description of the procedures with healthy subjects. 
If people will be participating in the research who do not have legal capacity, the consent will be signed by their legal representative or CLOSEST family member. 
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