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Ethics Committee for Biomedical Research

The following text provides a suggested template for an informed consent form for participation in research 

Every researcher must adapt the form to their research and participants.
For each group of participants requiring special consent (e.g., minors or incapacitated persons), the text of the informed consent form should be adapted so that it is understandable to the participants in terms of their age, level of education and mental capacities. 
If an incapacitated patient, or a patient who lacks the capacity to exercise judgment and is unable to provide consent, is to be included in the study, informed consent must be obtained from an immediate family member, another close relative, a legally authorised representative, or a legal guardian.
If a minor (aged <18) is to be included in the study consent should be provided by a parent or a legally authorised representative or a legal guardian, and by the child themselves  if older than 13. For children under 13, the proposed research should be explained to them, and their wishes and decisions regarding participation should be taken into account. 

Informed consent form must be numbered and signed!



INFORMED CONSENT
The informed consent form has been drafted pursuant to the Health Care Act of the Republic of Croatia (Official Gazette Nos. 100/2018, 125/2019, 133/2020, 147/2020, 136/2021, 119/2022, 156/2022, 33/2023, 145/2023, 36/2024) and the Act on the Protection of Patients’ Rights of the Republic of Croatia (Official Gazette Nos. 169/2004, 37/2008).
If you disagree with any part of this form, you can cross out that section. Also, you can ask to add any information that is important to you.
1. FULL TITLE OF SCIENTIFIC RESEARCH OR PROJECT
Full title of the institution that conducts the research
Funding sources (such as: This project has been funded by the Ministry of Science, Education and Sports of the Republic of Croatia)
Planned duration of the research
2. INVITATION TO PARTICIPATE
Dear Participant,
You are invited to participate in scientific research on the following topic:
This information sheet provides information to help you decide whether you want to participate in this study. Please read it carefully.  If you have any questions or concerns, please discuss them with the researcher who provided you with this information sheet or a research team member responsible for communication with participants.
3. PURPOSE AND RESEARCH PLAN
A few sentences about current knowledge on the research problem.
Hypothesis and objectives, stated briefly and in simple terms.
Research plan, with all details included, in simple terms.
Say what you are researching and why in terms that the participant can easily understand. 
4. PARTICIPANT’S ROLE IN THE RESEARCH
Specify how much contact the participant will have with the researcher or personnel in the laboratory; frequency and volume of blood sampling; how many invasive diagnostic procedures, such as gastroscopy, X-rays, ECG or EEG, etc. the participant will undergo; what therapy will the participant be taking (one or more drugs); the level of daily activities for participants; what will participants be doing in between sessions with their researcher (whether they need to control anything, take notes, etc.); how often will participants need to complete questionnaires or come to testing; will some sessions with researchers differ from the others; women of childbearing potential: contraception, for pregnant women describe type of examinations (based on research plan), etc.
A novel surgical procedure or diagnostic method should be explained in a way that participants can easily understand!
5. WHAT ARE THE POSSIBLE BENEFITS OF YOUR PARTICIPATION IN THE RESEARCH?
List expected benefits, e.g., there is no guarantee that you will personally benefit from the research, but there is a possibility that your condition may improve. Or, your participation in the study can help identify better (quicker, more precise, etc.) diagnostic procedures or treatments for patients with the same condition.
6. WHAT ARE THE POSSIBLE RISKS OF PARTICIPATING IN THE RESEARCH?
The risks depend directly on what is being investigated. The groups of participants being studied should be taken into account when assessing the risks of participation. For example:
· discomfort associated with certain diagnostic procedures (such as venepuncture for blood sampling)
· drug side effects (allergic reactions)
· risks associated with treatment involving a novel drug, risks of novel diagnostic techniques, risks associated with a novel surgical procedure, risks related to worsening the underlying condition, and similar
· risks related to any invasive procedure
· risks related to possible pregnancy (contraception issue), risks for pregnant women and their foetuses
· etc. 

7. ARE THERE ALTERNATIVE DIAGNOSTIC OR TREATMENT METHODS?
E.g.: there are other treatment approaches for your condition. You can discuss this with the principal investigator or other members of the research team. You don’t have to participate in this study in order to receive treatment for your condition (or to be diagnosed).
8. IS PARTICIPATION MANDATORY?
Your participation in the study is voluntary! You may withdraw at any moment, without giving a reason and without any consequences. You will continue to receive the usual treatment for your condition. The decision to participate in the study is exclusively yours. Your consent to participate is given by signing the last page of this informed consent form (one copy). If you decide to withdraw at any moment, please inform the principal investigator or research team members.
9. CONFIDENTIALITY AND ACCESS TO MEDICAL RECORDS
Your personal and medical data will be collected in accordance with ethical and bioethical principles, your privacy, including medical confidentiality, and the confidentiality of your personal data will be protected. Data will be processed electronically; the principal investigator and research team members will comply with internal procedures for personal and medical data protection.  Your data will be entered into the database using a code. Your identity will not be disclosed. Your medical records will be inspected by the principal investigator and research team members. The ethics committee of the medical institution where you receive your treatment (local ethics committee) and the Ethics Committee at the Faculty of Medicine may have access to medical records.
10. HOW WILL THE RESEARCH DATA BE USED?
The data obtained from this research may be of practical and/or scientific benefit. Research data will be published in scientific or professional publications. Your identity will remain confidential.
11. WHO IS RESPONSIBLE FOR ORGANISING AND FUNDING THIS RESEARCH?
E.g., Ministry of Science, Education and Sports.
12. WHO REVIEWED THE RESEARCH PROPOSAL?
The research proposal has been reviewed by the local ethics committee (specify, e.g., Ethics Committee at Clinical Hospital Centre Rijeka, the Ethics Committee at Community Health Centre, and similar) and the Ethics Committee for Biomedical Research at the Faculty of Medicine, University of Rijeka, which, after reviewing all the required documentation, approved the research.  
13. WHO TO CONTACT FOR FURTHER INFORMATION?
Should you have any questions or doubts or if you need more information about the research, you are encouraged to contact the principal investigator or research team members:
Principal investigator: 					Research team member:
Full name						Full name
Address							Address
Phone no.						Phone no.
E-mail							E-mail

14. WHO WILL BE INFORMED ABOUT YOUR PARTICIPATION IN THE RESEARCH?
Your family physician will be informed of your participation in the study. (If the study involves participation of psychiatric patients, their family member or legal guardians or legally authorised representative should be informed of research participation).
15. INFORMATION ABOUT THE WRITTEN INFORMED CONSENT FORM
You will receive a copy of the signed informed consent form, should you agree to participate. The principal investigator will retain and store the original informed consent form.
16. LEGAL FRAMEWORK
This research is conducted in accordance with all applicable guidelines, with the aim of ensuring the proper conduct of research and protecting participants in accordance with the principles of Good Clinical Practice.  Research procedures will guarantee alignment with basic ethical and bioethical principles, such as personal integrity (autonomy), justice, beneficence and non-maleficence, in line with the Nuremberg Code and the latest revision of the Declaration of Helsinki. 



I hereby confirm that I have read the informed consent form on _________________(date) in _____________ (place) and have had the opportunity to ask questions.
I understand that my consent to the proposed research is voluntary and can be withdrawn at any moment, without giving a reason and without any legal or medical consequences.
I understand that my medical records may be accessed by authorised individuals, namely the principal investigator and research team members, members of the ethics committee in the institution where research is taking place, and members of ethics committee that approved the research. I authorise these individuals to access my medical records.
I consent to my family physician and a family member authorised by me being informed of my participation in the above-mentioned research. 

I consent to participate in the research.

Patient’s/Participant’s full name:
[bookmark: _Hlk240026484]Full name (printed):
Signature:
Date:


Full name of parent/family member/legal guardian:
Full name (printed):
Signature:
Date:

Physician’s full name: 
Full name (printed):
Signature:
Date:
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