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1. General provisions
1.1  Committee on Bioethics (hereinafter - the "Committee") of the Karaganda State Medical University is a deliberative body, to protect the rights, safety and well-being of subjects and researchers, as well as the ethical, moral and legal assessment of the materials research, the objects of which are human or animal.
1.2 The Committee is governed by the ethical principles of the Helsinki Declaration of the World Medical Association, as reflected in national standards for good clinical practice and regulations of the Republic of Kazakhstan
1.3 The Committee shall carry out its activities in accordance with this Regulation and on the basis of objectivity and independence of the administrative, managerial, regulatory, advisory and financial and economic influences
1.4 The Committee shall consist of a chairman, two deputy secretary and committee members
1.5 Composition of the Committee approved by the Rector of KSMU in agreement with the Vice President for Research, who are the guarantors of the independence and impartiality of the Committee
1.6 Activities of the Committee on a regular basis and in accordance with the work plan developed for the calendar year
1.7 Decision-making and analysis of current work holds quarterly meetings of the Committee. Solutions on examination of research on the conformity with the ethical principles adopted by consensus. Decisions on organizational matters of the Committee shall be made by an affirmative vote of more than 2/3 of members of the Committee
1.8 The Committee on Bioethics has developed its own standard operating procedures based on the recommendation of the Ethics Examining Biomedical Research (Geneva, WHO, 2000 and the Forum of Ethics Committees of CIS (ECFCIS) / Strategic Initiative Development Opportunities Ethical review (SIDCER) / WHO / 2004, St. Petersburg, 2004)
2. The main tasks
 2.1 Protection of health, rights and interests of those involved in clinical research, medical and biological experiments, guaranteeing their safety;
2.2 Protection of the rights of animals, which are the objects of a scientific experiment;
2.3. Advice on ethics and protection of bona fide researchers, implementing appropriate clinical and laboratory practice
2.3 Implementation of the ethical, moral and legal assessment of planned, ongoing and completed clinical and experimental studies;
2.4 Consideration of disputes arising before, during or after completion of the clinical and experimental studies;
2.5 Consideration of ethics, appropriateness and feasibility of scientific experiments on animals, the degree of validity and minimize damage caused by the animal

3. The structure and organization of the work of the Committee







3.1  The Committee consists of two commissions: the ethics of clinical research and ethics of experimental tests, including laboratory experiments with animals.
3.2 oversee the work of the Committee by its chairman and two deputy heads of the commission
3.3 Paperwork Committee, the Registrar
3.4 Members of the Committee shall be elected by the Scientific Council of KSMU for 3 years. Early termination of office of members of the Committee shall review the initiative of the Committee, on the proposal of the Rector or Pro-Rector for Research. Rotation of the committee members should be conducted no later than two years
3.5 The Committee is composed of persons who have no direct relationship to the researchers and the customer. Commission members of the Committee may be individuals with appropriate qualifications and experience for peer review of scientific, medical and ethical aspects of the various research
3.6 It is mandatory inclusion of a representative of the Committee to a third party engaged in research activities (unaffiliated members) and members of the public, not to engage in research (a lawyer by profession, a public, non-governmental organizations)
3.7 Procedure and the rules of consideration of applications researchers, members of the Committee of the examinations, the rotation of the members, their disqualification or withdrawal from the committee, the criteria for assessment of the adequacy of the planned and ongoing research ethics, organization of meetings, the principles and the rules of confidentiality, issues of record keeping should be described by standard workers operating procedures
3.8 As a result of its work, the Committee prepares an annual report and submit it to the Academic Council KSMU
4. Function
The main functions of the Committee are:
4.1 ethical assessment of clinical research and medical and biological experiments, as well as their composition and standard operating procedures;
4.2 Implementation of the methodological assistance, advice and training of researchers in ethics;
4.3 Development and implementation of measures to improve the process of ethical review;
4.4 Organization of ethical review of projects of scientific and technical programs of applied and fundamental character, regardless of funding source;
4.5 an ethical, moral and legal review of the materials pre-clinical (non-clinical) trials (studies), clinical research, medical and biological experiments with the use of new medical technology, drugs, dietary supplements, medical equipment and medical products, new tools and methods of prevention, diagnosis and treatment during the international multicenter studies;
4.6 setting needed (relevant) in terms of bioethics preclinical (non-clinical) trials (research), clinical research and medical and biological experiments with the proposed definition of the efficacy and safety of the studied technologies and medicines during the international multicenter studies;
4.7 prepare opinions on the feasibility of clinical research and medical and biological experiments of new technologies and drugs during international multicenter studies;08.04 alert researchers and other stakeholders about the serious adverse effects or risks to participants during the international multicenter studies;
4.9 consider disputes arising before, during or after completion of the clinical research and life science experiments;4.10 interaction with the Central Commission on Ethics MH and other national and international organizations in this area with the permission of the authorized health
4.11 publications in medical journals and media materials on the activities of the Committee.
4.12 Organization of information and training to researchers on research ethics
4.13 The development, implementation and updating of their own working routines
4.14 The Committee provides expert evaluation of clinical protocols, patient information and informed consent forms, and professional expertise of researchers, research centers, health insurance documents and other materials tested within 90 days.
4.15 The Committee makes the following conclusions on the results of examination of the documents and data:
1) to approve the research;
2) approve the research to make a recommendation in due course changes and additions to materials research. In this case, the certificate is issued after the answer to these questions;
3) to postpone a decision until the observations with subsequent consideration of a study at the next meeting of the Committee;
4) does not recommend the study.
5. Rights and responsibilities
The Committee shall have the right to:
5.1 Request information on the ongoing trials of any of its participants, as well as supervisors and consultants researchers. Demand from the research group and its leaders for more information about the clinical or experimental trials of pre-clinical (non-clinical) trial (study), if, in the opinion of the Commission, this information will significantly improve the level of protection of the rights, safety and / or welfare of the subjects;
5.2 Seek assistance from other independent experts and consultants who are specialists in various fields;
5.3 Provide explanations, advice, guidance and take decisions on matters within its competence;
5.4 Make suggestions for improving their work ethics, monitoring activities;
5.5 engage independent experts for consultation or examination of materials and clinical trials of biomedical experiments on specific issues. The Committee is responsible
5.6 for the quality, objectivity, impartiality and expertise of clinical trials of medical and biological experiments;
5.7 for a safety evaluation of the subjects and the degree of risk and the possible justification inconvenience to the subjects;
5.8 for the privacy practices of ethical review in the course of examinations;
5.9 for documentary support decisions;
5.10 for offenses committed in the course of its activities, in accordance with the current administrative, criminal and civil laws of the Republic of Kazakhstan. Members involved in the planned clinical trial, are not involved in the discussion and study of the material submitted must declare a conflict of interest, refusing to vote
6.  interaction
Committee interacted:
6.1 with department - for ethical evaluation of the RW and STP
6.2 with the department of scientific work - on the development of ethical principles in the implementation and execution RW STP
6.3 Department of clinical training and graduate employment - to ensure ethical research in collaboration with clinical sites in the performance of RW and STP
6.4 with a research center - on scientific and technical support of the implementation of ethical principles in the performance of budgetary and contractual RW;
6.5 at the Center for Strategic Planning and Quality Management - for ensuring compliance with the Committee's regulations on quality management;
6.6 General Department - in coordination nomenclature cases timely delivery of replies to letters and requests, provide data for the annual report of   KSMU
7. NORMATIVE DOCUMENTS

Basic requirements for the organization of the Committee on Bioethics on ethics and ethical conduct of clinical research KSMU assessment based on the following normative documents:
1. Code of the Republic of Kazakhstan "On protection of public health and health care";
2. State standard RK "Good Laboratory Practice. Main Principles "approved by Order of the Minister of Industry and Trade on December 29, 2006 № 575;
3. State standard of "Good Clinical Practice. Main Principles "approved by Order of the Minister of Industry and Trade of December 29, 2006 № 557
4. Order of Acting Minister of Health on January 13, 2004 № 19 "Sanitary requirements for the collection, use, processing, transportation, storage, and disposal of medical organizations," in the register of state register of legal acts under the number 2674.
5. Order of the Minister of Health of the Republic of Kazakhstan dated July 30, 2008№ 425 "On the establishment of the Central Ethics Committee."
6. Order of the Minister of Health of the Republic of Kazakhstan dated July 25, 2007 № 442 "On approval of preclinical research, medical and biological experiments and clinical trials in the Republic of Kazakhstan"
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