	[image: image1.png]FENERBAHCE UNIVERSITES!





	APPLICATION FORM AND COMMITMENT STATEMENT FOR THE NON-INTERVENTIONAL CLINICAL RESEARCH ETHICS COMMITTEE
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FENERBAHÇE UNIVERSITY
TO THE NON-INTERVENTIONAL CLINICAL RESEARCH ETHICS COMMITTEE
I affirm that I have read the World Medical Association’s Declaration of Helsinki, the Good Clinical Practice Guide (2020), and the Ethical Guide on the Use of Productive Artificial Intelligence in Scientific Research and Publication Activities of Higher Education Institutions. I undertake to adhere to these principles and to begin the research only after obtaining permission from the center(s) where the research will be conducted. 
My statement regarding the use of "Generative Artificial Intelligence" in preparing my application form is provided below.
Use of artificial intelligence tools in preparing the application
( ) No, AI tools were not used
( ) Yes, AI tools were used
If YES, answer the following questions.
1. Reason for the Use of Artificial Intelligence:
For what purposes were artificial intelligence tools used in preparing the application?
(Language editing, analysis, text generation, summarization, etc.)
Explanation:
2. Artificial Intelligence Tools Used:
List the artificial intelligence tools you used in preparing the application. (ChatGPT, Bing AI, Gemini, etc.)
Explanation:
3. Application Areas of Artificial Intelligence Tools:
Explain how the tools you used in preparing the application were applied and which parts they were used in. (Translation, data visualization, literature review, etc.)
Explanation:
I respectfully request that my application for the study titled “___________________________________________________________________________________________________________________________________________________________________” be evaluated by your committee.
Principal Investigator's 
Full Name

                  
:
Address and Contact Information
:
Date

                           
:
Signature



:
Assistant Researcher's*
Full Name

                  
:
Address and Contact Information
: 
Date

                           
:
Signature



:
Assistant Researcher's*
Full Name

                  
:

Address and Contact Information
: 

Date

                           
:

Signature



:

Assistant Researcher's*
Full Name

                  
:

Address and Contact Information
: 

Date

                           
:

Signature



:

*Can be reproduced if necessary.
Application Date ..…../……../20…..
	Research Title
	

	Principal Investigator's 
	Full Name
	

	
	Assigned Unit
	

	
	Contact
	Mobile: (0)________ _______
E-mail:

	Assistant Researchers'*
	Full Name (Affiliated Institution)
	

	Nature of the Study
(Check the appropriate box)
	□ Master's Thesis         □ Research Project*
□ PhD Thesis                □ Other (specify)___________________
□ Senior /Graduation Project               


* For national and international projects submitted to institutions such as TÜBİTAK, TÜSEB, FBUSRP, etc., the Ethics Committee application form, the project proposal submitted to the relevant institution, and the project acceptance letter (for accepted projects) should be attached to the application.
Principal Investigator's  






Full Name and Signature


Application Date ..…../……../20…..
A. DESCRIPTION OF THE RESEARCH 
1. TITLE OF THE RESEARCH: 
…
2. ENGLISH TITLE OF THE RESEARCH:
…
3. NATURE OF THE RESEARCH
· All Observational Studies Except Drug Observational Studies
· Survey studies conducted on clinical samples (the ethics committee evaluates only non-interventional research in the field of health sciences; purely social surveys, interviews, or observational studies fall outside the scope of the committee’s duties).
· Retrospective Archive Review Using File and Imaging Records
· Studies Conducted Using Biochemistry, Microbiology, Pathology, and Radiology Samples (e.g., blood, urine, tissue, radiological images) and Cell/Tissue Culture Materials
· Studies to be Conducted Using Materials Obtained During Routine Examination and Treatment Procedures
· Studies Based on Anthropometric Measurements and the Evaluation of Lifestyle Habits
· Studies Conducted with Genetic Material for Identification, Excluding Gene Therapy Clinical Research
· Scientific Research Using Data Collected Through Testing, Interviews, and Audio/Video Recordings in a Computer Environment
· Dietary Studies Involving Food Additives
· Research on Body Physiology, Including Exercise (specify the accepted risk factors related to exercise; e.g., ACSM risk factors table)
· Other (please specify):____________________________________________________
4. PURPOSE OF THE RESEARCH: 
…
5. RATIONALE OF THE RESEARCH: 
Should be written in relation to the short abstract and the literature
…
B. MATERIALS AND METHOD:
1. TYPE OF RESEARCH:
The type of research should be clearly and unambiguously indicated. 
…
2. RESEARCH QUESTIONS/HYPOTHESES:
For descriptive studies, the research question/questions must be written, while for experimental studies, the hypothesis/hypotheses must be written. 
…
3. LOCATION AND TIMING OF THE RESEARCH:
The location of the research and the time period in which it will be conducted should be specified and included in the Research Calendar. The start and end dates of the research should be written as day, month, and year (e.g., 01.10.2024–01.10.2025). The start and end dates of the research should be arranged to cover not only the data collection period but the entire study. Ethics Committee application procedures should also be taken into consideration when determining the dates. In archive-based research, the time interval covered by the archive review must fall before the Ethics Committee application date. The archive screening interval should be written as day, month, year (e.g., 01.10.2000 – 01.09.2024).
…
4. POPULATION AND SAMPLE OF THE RESEARCH:
The population and sample of the research should be defined and justified. The sampling method and sample size should be stated. 
…
5. RESEARCH INCLUSION AND EXCLUSION CRITERIA:
The inclusion and exclusion criteria of the study should be explained. 
…
6. DATA COLLECTION METHOD: 
If data will be collected using a form, the method of collection should be specified (e.g., face-to-face, by mail, online, by phone, through observation). The method by which the examinations will be conducted should be specified. It should be stated how the laboratory examinations will be performed and whether these examinations are specifically requested for the research. For experimental studies, a diagram illustrating the workflow should be provided.
…
7. DATA COLLECTION TOOLS:

The method by which data will be collected (Self-report, Observation, Qualitative Interview, etc.) and the data collection tools to be used should be explained in detail. *
If a scale is to be used, the following should be specified: the developer and year of development, the person who adapted it to Turkish (if applicable), what the scale measures, its scoring system, the number of items and sub-factors, the minimum and maximum possible scores, and the internal consistency coefficient. It should not be overlooked to reference the articles in which the scale has been published.
If any device/tool is to be used, the details of its calibration, including when and how it was performed, along with its brand and model, should be described.
For in-vitro measurements, the devices used and the kits employed for the measurements should be explained.
*The personal information form to be administered to the participants in the study, along with all other data collection forms, must be included in the Annex. 
…
7. DATA ANALYSIS:
The statistical methods to be used in the data analysis, as well as the software program to be employed, should be specified.
…
8. RESEARCH BUDGET:
The research budget and its funding sources should be specified.
…
9. REFERENCES:
References should be current, relevant, and formatted according to APA style. 
…
C. ANNEXES:
ANNEX-1: DATA COLLECTION TOOLS (Questionnaire, scale, etc.)
ANNEX-2: PERMISSION TO USE DATA COLLECTION TOOLS
A document showing the usage permissions of the scales (e.g., email screenshots) must be attached.
…
Title of the Research: …
Dear Participant;
You have been invited to participate in the research study titled above. Before you agree to participate in this research, it is required that you understand its purpose and make an informed decision based on this information. Please read the following information carefully, ask if you have any questions and ask for clear answers. 
The aim of this research is ……………………………………………………………………. This research will also be beneficial in ………………………………………………………… For the research, permission has been obtained from …………………………………………. In addition to you, ……. other people will participate in the research. You will be asked to ……………………………………………………………….. as part of this study. This process will take ………………. minutes. This will not cause any harm to you or your relatives. By participating in the study, you will not incur any financial costs, nor will you receive any payment.

You are entirely free to choose whether or not to participate in this research. You have the right to request all the information you need and to receive accurate, clear, and understandable information. If you choose not to participate in the research, the service provided to you will not be affected, whether positively or negatively. If deemed necessary, the participant may withdraw from any part of the study at any time, and the researcher may terminate the study. Your identity will be kept confidential throughout all stages of the research. The information obtained during the research may be presented and published for scientific purposes, provided that confidentiality rules are adhered to.
If you require more information about the research, you can contact the researcher via email at ..............................  or by calling ………….......
I have read (or have been verbally informed of) the above text, which includes the information that must be provided to participants before beginning the research. I declare that I voluntarily consent to the use of my personal information obtained during the research for scientific purposes, including its submission and publication, provided that confidentiality rules are upheld, and that I do so without any pressure or coercion.
	Signature/Date 
Participant's Full Name
	Signature/Date 
Principal Investigator's Full Name


A. PERSONAL INFORMATION
Full name               


:
Place of assignment


:
Contact information


:
B. EDUCATIONAL BACKGROUND
University / Faculty of Graduation
:
Postgraduate education information
:
Academic title (if applicable)

:
C. PUBLICATIONS
A maximum of 5 works related to the subject should be included 
…
A. Training and Certificates Related to Research Ethics or the Research Subject, If Any
** Summarized CVs of all researchers should be submitted separately.
ANNEX-5: RESEARCH CALENDAR 
	No.
	Title of the research task
	Responsible Person(s)
	MONTHS
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