THE UNIVERSITY OF ZAGREB
SCHOOL OF MEDICINE
ETHICS COMMITTEE
Form T1:
BASIC FORM FOR PROPOSALS OF SCIENTIFIC RESEARCH
ON HUMANS
Write here the title, address, telephone no. and e-mail address of the sender
Ethics Committee of the School of Medicine,
Šalata 3, 10000 Zagreb, Croatia
Write the place and date here!
Re: Basic information about the proposed scientific research on humans
TYPE OF RESEARCH: proposed project/ final diploma paper for undergraduate studies/ final paper at the end of specialist postgraduate studies, /scientific study by a student (delete what is not applicable - note that is necessary to write the exact title of the project within which the research is to take place and information on the head of project – if applicable!)
TITLE OF THE PROPOSED FINAL DIPLOMA PAPER/FINAL PAPER AT THE END OF SPECIALIST POSTGRADUATE STUDIES:  (write in the full title - or delete if this section is not applicable!) 
TITLE OF THE SCIENTIFIC STUDY BY A STUDENT: (write in the full title - or delete if this section is not applicable!)
RESEARCH TITLE: write the exact title of the proposed project (or the project within which the dissertation or scientific study by a student is proposed)
AUTHOR OF THE PROPOSED FINAL DIPLOMA PAPER/FINAL PAPER AT THE END OF SPECIALIST POSTGRADUATE STUDIES: (write in the name and surname of the doctorand and the full address of the institution where he/she is employed - or delete if this section is not applicable!)
AUTHOR OF THE SCIENTIFIC STUDY BY A STUDENT: (write in the name and surname of the student and the Faculty/School and the year of studies - or delete if this section is not applicable!)

HEAD OF PROJECT/SUPERVISOR: write the title, name and surname of the head of project/supervisor, and the full address of the institution where the head of project is employed - do not forget to include the telephone number and e-mail address for contact! 

CO-WORKERS ON THE RESEARCH PROJECT:
Write here the names and surnames of all co-workers on the project and the full title and addresses of the institutions (or organizational units) where the project co-workers are employed.  

THE DURATION OF THE RESEARCH:
We foresee that the research within this project will begin (write the month and year) and take (write the total number of months/years).  (You must state the beginning date and the total duration of the project)
THE LOCATION OF RESEARCH: 
Research within this project will take place in the following institutions and/or organizational units of institutions:  (state the full titles and addresses of all locations where the research will take place - in brackets after the institution you must give the name and surname of the head of that institution and/or organizational unit!) 
THE RESEARCH HYPOTHESIS: here state clearly and precisely the original hypothesis of the proposed research.
THE MAIN AIM OF THE RESEARCH: here state clearly the main/overall aim of the proposed research. 
THE SPECIFIC AIMS OF THE RESEARCH: here state precisely all the specific aims of the proposed research. 
BASIC INFORMATION ABOUT THE HEALTHY SUBJECTS: (control group - give the following numerical information): 
Divide the subjects into the following groups:  (a) adults (18 – 65 years), (b) older than 65 years, (c) children, (d) pregnant women, (e) newborns, (f) foetuses – only state the groups that will be subjects of the research, and for them state clearly the following numerical information: the total number of subjects in the research and the planned annual number of subjects (for males and females), and the age range (min-max), and average age for each group of subjects. 
BASIC INFORMATION ABOUT THE PATIENTS: (test group - give the following numerical information and diagnoses). 
Divide the patients into the following groups: (a) adults (18 – 65 years), (b) older than 65 years, (c) children, (d) pregnant women, (e) new borns, (f) foetuses, (g) incapable of reasoning – only state the groups that will be subjects of the research, and for them state clearly the diagnosis of illness and the following numerical information: the total number of subjects in the research and the planned annual number of subjects (for males and females), and the age range (min-max), and average age for each group of subjects.

METHODOLOGY (briefly describe which methods will be used in the research, how the research will be conducted (eg questionnaires will be filled out, patient will be examined, archive material will be processed) which statistical methods will be sued for data processing, how ill the date be stored and proteced):
POSSIBLE BENEFITS AND RISKS FROM THE RESEARCH: 
The subjects in this research will have the following expected benefits:  state precisely the expected benefits.
The subjects in this research will be exposed to the following risks: state precisely the risks. 
The ratio of risk to benefit is assessed as follows: explain precisely why you believe that the benefits for the subjects are greater than the risks they will be exposed to, and why those risks are ethically and professionally acceptable. 
STATEMENT BY THE HEAD OF PROJECT ON RESPECT FOR ETHICAL PRINCIPLES: 
I hereby state and confirm that our research will be conducted on the subjects and patients in accordance with all the current and variable guidelines aimed at ensuring the correct implementation of procedures and the safety of persons participating in this health science research, including the foundations of Good Clinical Practice, the Helsinki Declaration, the Health Care Act of the Republic of Croatia (OG150/08, 71/10, 139/10, 22/11, 84/11, 154/11, 12/12, 35/12, 70/12, 144/12, 82/13, 159/13, 22/14 , 154/14, 70/16 ), Law on drugs (OG 76/13,90/14), Rule book on clinical trials and good clinical practice (OG 25/2015) and the Act on Patients' Rights of the Republic of Croatia (OG 169/04).  I undertake that the identity of the healthy subjects and the patients will always remain confidential and protected. 
                                                                Head of Project/Supervisor:






Sign here
