
According to the rules, the applicant submits the following documents to the LEC at least a 

week before the scheduled meeting: 

1. A dated application for an ethical review, signed by the head of the structural unit in 

which this work will be performed (or the head of the work), indicating whether the 

recruitment of patients for the study has begun, at what stage the work is at. The 

specialty for which the defense is planned must be indicated (Appendix 1). 

2. Abstract of the dissertation work, extract from the protocol of the Academic Council 

of the applicant's faculty on the approval of the topic. 

3. Protocol of the planned study (Appendix 2).Краткая аннотация (каз., рус.). 

4. Signed and dated professional autobiographies of the researcher and his supervisor(s) 

(for doctoral students - scientific advisor(s)) with contact numbers. 

5. Informed consent form of the subject and information for the subject (in Kazakh and 

Russian). If enrollment of children, persons with limited legal capacity is envisaged, 

then information for the patients themselves and their guardians/parents (Kazakh, 

Russian). 

6. Plastic binder 

7. Send electronic versions to the secretary of the LEK 
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Chairman 

Research Ethics Commissions 

International Kazakh-Turkish University 

named after Khoja Ahmet Yasawi 

Candidate of Medical Sciences, Ass.Prof. 

A.E. Oshibaeva 

 

Statement 

 

I ask you to accept the package of documents for consideration at the meeting of the Local 

Commission on Bioethics. 

 

1. Full name researcher:________________________________________________ 

2. Faculty: __________________________________________________________ 

3. Department: ___________________________________________________________ 

4. Supervisor (academic degree, position): 

__________________________________________________________ 

5. Scientific consultant (academic degree, position): 

_________________________________________________ 

6. Period of study in doctoral studies: _______________________________________ 

7. Year of study: 

____________________________________________________________ 

8. Specialty: ________________________________________________________ 

9. Name of the educational program (specialization): 

_________________________________________________________ 

10. Topic of master's work:______________________________________________ 

11. Type of research: 

__________________________________________________________ 

12. Has the enrollment of patients in the study begun and at what stage is the work 

____________________________ 

 

Date: "_____" _______ 20_____ 

Address: ________________________________ Phone: 

________________________________ 

E-mail:__________________________________ 

Investigator Signature: ___________________ 

Supervisor's signature:_______________ 

Date: "______"_________20_____  
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Study protocol outline (for ethical review) 
1. I. Title page 

2. 1. Title (topic) of the study, identification number, date. Any additions (changes) must also be numbered and 

dated. 
3. 2. Surname of the leader (or sponsor). 

4. 3. Surname, position and title of the researcher; name and address of the organization where the study is 

being conducted. 
5. II. Purpose of the study and introduction. 

6. 1. The purpose of the study. Indicate the scientific goals and objectives of the study. 

7. 2. Introduction. Here, describe the rationale for the goal and reference. 

8. III. Criteria for selection of study participants. 
9. 1. Number of participants. Enter the total number of participants planned for this study. For a multicentre 

study, please provide the total number of participants for the study as a whole 

II. 2. Distribution by sex. Describe the intended gender distribution. If there is any restriction for inclusion 
in the study by sex, explain the nature of this restriction and the rationale. Equal inclusion of both men 

and women in research is important to evenly share the benefits and burdens of research. Therefore, 

participants of both sexes should be included in the study unless there are other relevant medical and 
scientific reasons.Возраст. Specify the age range of participants. Give a rationale for choosing these age 

limits. Adult participation in research should not be age-restricted unless there are other medical or 

scientific reasons.12. Nationality (ethnicity). Describe the estimated racial and ethnic distribution of 

participants. If there is any nationality/ethnicity restriction, explain the restriction and provide 
justification. Research should include a sufficient number of people living in a given region with 

different nationalities and ethnicities to ensure that the benefits and burdens of the research are evenly 

distributed. 
III. 13. Criteria for inclusion. List the criteria for inclusion in the study. These criteria must be scientifically 

sound and determine who can be included in the study. 

IV. 14. Criteria for exclusion. List the criteria for exclusion. They should be scientifically sound and help to 

more accurately define the population of participants. 
V. 15. Vulnerable groups. If vulnerable participants (with limited ability to make their own decisions) are 

included in the study, there must be a rationale for doing so. Children, pregnant women, the elderly, students, 

subordinate workers, embryos, prisoners are considered vulnerable participants who need more protection.Методы и 
процедуры 

VI. 1. Methods and procedures. Briefly describe the study plan and any procedures that will be used to 

achieve the objectives of the project. Procedures/tests/interventions that are experimental and/or used exclusively for 
the study should be identified and separated from those that will be applied independently of the study (i.e. for the 

provision of medical care). Highlight any procedures, situations, or materials that could cause harm and require 

precautionary measures. Define routine procedures that will be performed for scientific purposes only (additional 

tests). 
VII. 2. Data analysis and monitoring. Briefly describe the 

VIII. statistical/analytical methods. Trials involving interventions that may pose a potential risk may require a 

data monitoring committee/commission to protect the safety and well-being of participants. Give a detailed 
description of its management (membership, functioning, frequency of examination, termination rules, etc.). 

IX. 3. Data storage and privacy. Describe where the collected data will be stored during the study and how it 

will be protected. The researcher must take the necessary steps to ensure the confidentiality of the data. This includes 
encoding the data and choosing an appropriate data storage mechanism that will prevent the data from being freely 

accessed. Specify who will have access to the data and how it will be used. 

1. 1. Degree of risk. Indicate the degree of risk that the study represents in the following categories: minimal, 

more than minimal. Minimal risk means that the likelihood and magnitude of harm or discomfort expected in the 
study is no greater than that normally encountered in everyday life or during routine physical or psychological tests. 

Risk is the potential harm associated with a study that would be considered harmful to health by a reasonable person. 

2. 2. Potential risk. Describe the potential risk associated with the study. The risks are not only physical, but 
also psychological, sociological, economic and legal. This includes any specific toxicity data noted in the 

investigator's brochure. If possible, assess the likelihood of this damage occurring and indicate potential reversibility. 

3. 3. Risk protection. Describe how the study design will protect and/or minimize potential risk or discomfort. 

Potential risk or discomfort should be minimized as much as possible through the use of procedures such as staff 



training, monitoring, exclusion of the participant after evidence of adverse reactions or adverse events; indications 

for treatment, counseling and other necessary follow-up steps. Specify who will pay for it.Потенциальная польза 

для участника.  
4. Describe the potential benefit, if any, for study participants. If there is no expected benefit, please state it. 

5. The participation fee is not considered a benefit. 

6. 4. Alternatives for the participant. This section should include a description of the alternatives that are 
provided for the participant who chooses not to participate in the study. If these are students who will receive 

academic credits for participation, describe alternative ways to obtain equivalent credits. 

7. X. Study Participant Identification, Recruitment and Consent 

8. If recruitment and prior consent are not applicable, in the case of studies of acute and emergency care, or in 
the case of review of existing data/materials, you can only answer the first question about the definition of the study 

population and explain why recruitment and consent are not applicable in this study. 

9. Methods for determining participants and recruiting them. Describe the methods that will be used to identify 
and recruit prospective participants. These methods must ensure confidentiality and be free from coercion. 

Recruitment of researcher students, subordinates, and patients is considered potentially coercive and steps should be 

taken to minimize coercion. 

10. Consent process. Describe who will obtain consent and how the informed consent process will be structured 
to facilitate rational and thoughtful decision making by the participant/legal representative without any element of 

coercion or coercion. Only those people listed in this section are eligible to receive consent. 

11. The state of the participant. If not all participants will be able to give informed consent, describe how their 
condition will be assessed. Describe the expected degree of impairment associated with their ability to consent to 

participate in the study. Research with people with disabilities is only allowed for research with minimal risk or 

direct benefit. 
12. Understanding. All researchers have a legal and ethical duty to ensure that intended subjects or their 

representatives have sufficient knowledge and understanding of the elements of informed consent to enable them to 

make an informed and informed decision to participate or not; or allow participation in the study. In this section, 

describe how it will be determined that the subject or their legal representative has understood the information 
presented. This section should clearly reflect an adequate plan to assure an acceptable level of understanding before 

consent is obtained. If children and/or incapacitated adults are involved, this section should also include a specific 

plan for assessing understanding at the time of obtaining consent. 
13. Consent forms. Review the LEC's recommendations on the Informed Consent Form (IC) and the IC items 

that are required for documentation. The title page of the IP must be printed on the letterhead of the department or 

institute. 
14. Documentation of consent. The responsible executor is responsible for receiving and documenting IP from 

all entities. Describe the process of documenting and storing IP, if this has not already been done in other sections. 

15. Participation price. Describe and justify the cost of participation for the subject. This section should clearly 

define who will pay for procedures related to the study. Generally, subjects should not pay for research procedures 
without direct benefit. There should be no fee from the part of the participants in the case of a grant, contract or other 

means of financing the project. 

16. Participation fee. Describe the reimbursement or payment that subjects will receive for participation. List the 
conditions that entities must meet in order to receive payment or reward. The amount must be justified and must not 

coerce the subject to participate. Participants do not need to participate until the end of the study to receive payment. 

This is necessary to protect his right to withdraw from the study without punishment. 

 


