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DISCIPLINE INFORMATION
1. Description of the discipline
Course - the first course
Specific semester / academic year: first year of study, first or second semester
Volume of discipline in ECTS credits 1.5, total number of hours 45, 10 hours of lectures, 10 hours of practical classes, 25 hours of independent work
General characteristics of the discipline The discipline "Fundamentals of Bioethics and Biosafety" is a mandatory (regulatory) discipline for all areas of education. The main component of which is the consideration and resolution of debatable ethical issues that may arise in the process of clinical practice, during the implementation of clinical trials with human participation, or in the case of a combination of these professional activities
The role and place of discipline in the system of training Higher medical education aims to achieve three interdependent and interrelated goals. First, to give the student knowledge, skills and abilities in the most important areas of medicine that correspond to the current scientific level. Secondly, to develop the desire to constantly improve the level of knowledge, the ability to self-education, self-improvement and actualization of professional status in the chosen specialty. Third, to create conditions for the development of initiative, creative personality, moral personality of the doctor, which is especially important for medical education, which includes the principles of respect for human rights and fundamental freedoms, as the formation of mutual understanding, tolerance, compassion regardless of race, religion, language and other differences are the main moral component of the medical profession. The need to humanize medicine and find new models of medical education that meet modern requirements for the development of progress in scientific and social life is increasingly emphasized. The relationship between medicine and education acquires a new essence with the emergence of an integrative concept of bioethics, which has a multilevel socio-philosophical status.

2. The purpose and objectives of the discipline.
The purpose - the formation of students' knowledge in the field of bioethics and biosafety, acquaintance with the basics of ethics and bioethics, education of deep conviction in the need for strict adherence to ethical and moral norms, rules and principles in the practice of medicine.

Tasks: general competencies (GC) and professional competencies (PC)
GC1 - Ability to abstract thinking, analysis and synthesis, the ability to learn and be modernly trained
GC2 - Ability to apply knowledge in practical situations
GC3 - Knowledge and understanding of the subject area and understanding of professional activity
GC4 - Ability to adapt and act in a new situation
GC5 - Ability to make an informed decision; work in a team; interpersonal skills
GC6 - Ability to communicate in the state language both orally and in writing; ability to communicate in a foreign language
GC7 - Skills in the use of information and communication technologies
GC8 - Definiteness and persistence in terms of tasks and responsibilities
GC9 - Ability to act socially responsibly and consciously

PC14 - Ability to keep medical records
PC16 - Ability to assess the impact of the environment, socio-economic and biological determinants on the health of the individual, family, population
PC17 - Ability to analyze the activities of a doctor, department, health care institution, to take measures to ensure the quality and safety of medical care and increase the efficiency of medical resources

3. The status of the discipline - normative and the format of the discipline - teaching the discipline involves a combination of traditional forms of classroom learning with elements of e-learning, which uses special information, interactive technologies, online counseling, etc .; remote (online, Moodle) - if necessary, the discipline can be without a full-time component.
4. Teaching methods: presentations, videos, guidelines for practical classes, manuals, textbooks, etc.) that can be used for preparation with reference to the repository of KhNMU, Moodle system, and forms of distance learning
5. Recommended Books
1. Основи біоетики та біобезпеки: підручник (ВНЗ ІІІ—ІV р. а.) / О.М. Ковальова, В.М. Лісовий, Т.М. Амбросова та ін. — 2-е вид., випр., 2015. - 424с.
2. Запорожан  В. М. Біоетика: підручник / В. М. Запорожан, М. Л. Аряєв.  – К. : Здоров’я, 2005. – 288 с. 
3. Пустовит С.В. Глобальная биоэтика: становление теории и практики (философский анализ). – К.: Арктур-А, 2009. – 324 с. 
4. Сьогодення і біоетика/Ред. Ю.І. Кундієва та ін. – К.:ВД „Авіценна”, 2011. - 400 с. 
5. Основы биоэтики. Учеб. Пособие/Под ред. Я.С. Яскевич, С.Д. Денисова.- Минск: Выш. шк., 2009.- 351 с.
6. Антологія  біоетики / за ред. Ю. І. Кундієва. - Львів : БаК,  2003. – 592 с.
7. Rendtorf J.D., Kemp P. Basic ethical principles in European bioethics and biolaw. Autonomy, dignity, integrity and vulnerability / Rendtorf J.D., Kemp P. –– Guissona: Impremta Barnola, 2000, V. 1. – 428 p.
8.  Beauchamp T.L., Childress J.F. Principles of biomedical ethics / T.L. Beauchamp, J.F.  Childress. –– N.-Y., Oxford: Oxford university press, 1994. –– 546 р.
6.Prerequisites and co-requisites of the discipline. The course is based on students studying the main block of natural sciences: biology with the basics of genetics, physiology and human anatomy, microbiology with the basics of immunology, higher mathematics and statistics, general chemistry, Latin, history of medicine, history and culture of Ukraine, philosophy and integrates with these disciplines and creates the basis for further study of pharmacology and clinical disciplines.
7. Learning outcomes, including practical skills (list of knowledge, skills and abilities acquired by the applicant in higher education in the process of its study)
As a result of studying the discipline the student must know: the history of the main ethical ideas, principles, norms, rules of classical medical ethics; legal and ethical principles of conducting clinical trials and experiments with human participation; international and domestic documents regulate experiments with human participation; basic principles and rules of good practice; have the concept of informed consent, ethics committee, ethical examination of clinical trials; concepts: placebo, randomization, double-blind trials, independent evaluation of study results, endpoints, possible risk, alternative treatment; changing ethical principles and specifics of medical and biological research with human participation in the XXI century; international and domestic documents regulate the experiment with animals; the concept of attitude to the problem of experimenting with animals in different countries; about different types of experiment and the possibility of replacing animals with alternative models; the concept of modern reproductive technologies; be able to operate with categories - artificial insemination, surrogacy, contraception; historical, moral, ethical and legal aspects of human reproduction; legitimacy of manipulations with gametes and embryos for therapeutic and research purposes; basic ethical and legal aspects of donation and transplantation; historical and modern aspects of the problem of euthanasia, types of euthanasia; have an idea of ​​hospice, hospice movement, palliative medicine; basic ethical principles of treatment and communication with HIV-infected people; information on major international and national documents on HIV-infected people; regulatory framework of Ukraine for the protection of the rights of AIDS patients and HIV-infected people; risks of various contacts with biological fluids of HIV-infected people and universal precautions against infection in the workplace; basic concepts of biosafety, the dangers of the latest biotechnologies, bioterrorism and biosafety issues; basic terminology: biosafety, biosecurity, ecobiotechnology, modified products and medicines; legislative aspects of biosafety; basic provisions of human and environmental biosecurity; problems of protection of the population during liquidation of emergency situations; sources of biological danger and ways to protect against them.
Knowledge and understanding:
PRN 1 - acquisition by a person of general and special fundamental and professionally-oriented knowledge, skills, abilities, competencies necessary for the performance of typical professional tasks related to his / her activity in the medical field in the relevant position
PRN 2 - knowledge of psychophysiological features of the person, human health, health support, disease prevention, treatment of the person, health of the population
Application of knowledge and understanding:
PRN 4 - collection of patient information
PRN 16 - assessment of the impact of the environment on the health of the population
PRN 17 - maintaining medical records, processing of state, social and medical information
Formation of judgments:
PRN 20 - the ability to apply the acquired knowledge of the existing health care system to optimize their own professional activities and participate in solving practical problems of the industry
PRN 21 - the formation of a specialist with appropriate personal qualities, who adheres to the code of ethics of the doctor









The content of the discipline 
Curriculum of the discipline
	Тopic names
	Number of hours

	
	Full-time education

	
	Total 
	Including

	
	
	lec
	sem
	lab
	ind
	Indp.work

	1
	2
	3
	4
	5
	6
	7

	Topic 1. The concept of evidence-based medicine as a basis for obtaining modern scientific medical knowledge: basic terminology. Principles of human clinical trials: assessment of evidence and benignity. The doctrine of informed consent as a bioethical and legal aspect of the interaction of health professionals and patients. The concept of good practice.
	6
	4
	2
	-
	-
	-

	Topic 2. Ethical, moral and legal problems of euthanasia in the context of incurable diseases. Arguments "for" and "against" euthanasia. Legislative regulation of euthanasia in the world: historical and modern aspects. The concept of palliative medicine and hospice movement. Ethical problems of resuscitation medicine.
	4
	2
	2
	-
	-
	-

	Topic 3. Ethical and legal aspects of transplantation. The concept of "presumption of consent" and "presumption of disagreement" in terms of organ and tissue donation. National and international regulatory documents on transplantation (Ukrainian and world experience). Blood transfusion: ethical and legal issues. Ethical, legal and medical component of the use of stem cells in medicine. Cloning of living beings: medical and ethical aspects.
	4
	2
	2
	-
	-
	-

	Topic 4. Ethical and legal aspects of assisted reproductive technologies: artificial insemination and in vitro fertilization. Abortion as a social, medical and moral-ethical problem. Embryo status. Surrogacy: ethical and legal aspects.
	2
	-
	2
	-
	-
	-

	Topic 5. Biosafety and biological risk. Modern biotechnology and genetic engineering: history and terminology. Areas of application of genetic engineering. Genodiagnostics and gene therapy: risks, efficiency, prospects.
	2
	2
	2
	-
	-
	-

	Clinical, social and global issues of bioethics in the context of HIV infection. Bioethical bases of social and legal aspect of HIV-infected patients. Consequences of the HIV / AIDS epidemic. Regulatory framework of Ukraine on HIV.
	5
	-
	-
	-
	-
	5

	Valeology as a science. Sources and history of development. Man as a system. Health and its mechanisms from the standpoint of a systems approach. Diagnosis and prognosis of an individual's health. Human health. Healthy lifestyle: environmental, sociological, socio-psychological aspects
	5
	-
	-
	-
	-
	5

	Ethical and legal aspects of biomedical experiments. The use of living beings in biomedical research. Alternative models of experimental research. Legal aspects of biomedical experiments.
	5
	-
	-
	-
	-
	5

	Bioethical problems of interaction of medicine and pharmacy. Advertising in medicine and pharmacy. Freedom of research and the need for its ethical and legal control. Monitoring and prevention of drug side effects. Pharmacological monitoring and supervision system in Ukraine
	5
	-
	-
	-
	-
	5

	Biosafety and biological risk. Biological terrorism as a social phenomenon. Genetically modified organisms. Biological and medical risks of using genetically modified organisms. Test
	5
	-
	-
	-
	-
	5

	Total hours by discipline
	45
	10
	10
	-
	-
	25



Lecture topics
	№
з/п
	Number of hours
	Number of hours

	1
	Bioethics: history, terminology and debatable issues
	2

	2
	Objectives and principles of evidence-based medicine, clinical trials and good practices
	2

	3
	Bioethical problems of euthanasia, palliative medicine and the hospice movement.
	2

	4
	Medical-ethical and legal aspects of transplantology
	2

	5
	Medico-ethical aspects of biological safety and biological protection 
	2

	Total lecture hours
	10


                                                                                                      
Seminar topics
	№
з/п
	Number of hours
	Number of hours

	1
	Topic 1. The concept of evidence-based medicine as a basis for obtaining modern scientific medical knowledge: basic terminology. Principles of human clinical trials: assessment of evidence and benignity. The doctrine of informed consent as a bioethical and legal aspect of the interaction of health professionals and patients. The concept of good practice.
	2

	2
	Topic 2. Ethical, moral and legal problems of euthanasia in the context of incurable diseases. Arguments "for" and "against" euthanasia. Legislative regulation of euthanasia in the world: historical and modern aspects. The concept of palliative medicine and hospice movement. Ethical problems of resuscitation medicine.
	2

	3
	Topic 3. Ethical and legal aspects of transplantation. The concept of "presumption of consent" and "presumption of disagreement" in terms of organ and tissue donation. National and international regulatory documents on transplantation (Ukrainian and world experience). Blood transfusion: ethical and legal issues. Ethical, legal and medical component of the use of stem cells in medicine. Cloning of living beings: medical and ethical aspects.
	2

	4
	Topic 4. Ethical and legal aspects of assisted reproductive technologies: artificial insemination and in vitro fertilization. Abortion as a social, medical and moral-ethical problem. Embryo status. Surrogacy: ethical and legal aspects.
	2

	5
	Topic 5. Biosafety and biological risk. Modern biotechnology and genetic engineering: history and terminology. Areas of application of genetic engineering. Genodiagnostics and gene therapy: risks, efficiency, prospects.
	2

	Total hours of seminars
	10


                                                                                                             
Independent work
	№
з/п
	Names of the topics
	Number of hours

	1
	Clinical, social and global issues of bioethics in the context of HIV infection. Bioethical bases of social and legal aspect of HIV-infected patients. Consequences of the HIV / AIDS epidemic. Regulatory framework of Ukraine on HIV.
	5

	2
	Valeology as a science. Sources and history of development. Man as a system. Health and its mechanisms from the standpoint of a systems approach. Diagnosis and prognosis of an individual's health. Human health. Healthy lifestyle: environmental, sociological, socio-psychological aspects
	        5

	3
	Ethical and legal aspects of biomedical experiments. The use of living beings in biomedical research. Alternative models of experimental research. Legal aspects of biomedical experiments.
	5

	4
	Bioethical problems of interaction of medicine and pharmacy. Advertising in medicine and pharmacy. Freedom of research and the need for its ethical and legal control. Monitoring and prevention of drug side effects. Pharmacological monitoring and supervision system in Ukraine
	5

	5
	Biosafety and biological risk. Biological terrorism as a social phenomenon. Genetically modified organisms. Biological and medical risks of using genetically modified organisms. Test
	5

	Total hours independent work of student
	25



Discipline policy and values. Discipline requirements (system of requirements and rules that the teacher imposes on students of higher education when studying the discipline) are generally accepted requirements for passing the test at the University
Attendance and behavior - no academic debt on the discipline.
The use of electronic gadgets is encouraged, especially for presenting videos, presentations, etc.
Academic Integrity Policy is the use of copyrighted materials
Policies for people with special educational needs are flexible.
Recommendations for successful completion of the discipline - compliance with the requirements for attending practical classes and lectures, including encouraging higher education students during the practical session to actively discuss problematic ethical issues in medicine.
Incentives and penalties are not provided.
Safety - according to the requirements of the University.
The procedure for informing about changes in the syllabus - according to the regulatory documents of the University.

Evaluation policy. The form of control and assessment system is carried out in accordance with the requirements of the discipline program and "Instructions on the system of assessment of students under the European Credit Transfer System". Methods and means of standardized assessment of current educational activities To receive credit for the course "Life Safety" it is necessary to attend all practical classes, have the necessary level of knowledge on the topics of classes, the number of points received by the student per course depends on the level of knowledge, the degree of mastery of practical skills. Forms of control: - Current - current educational activities – marks for topics. - Final – final test – credit. Current control is carried out during the study of a specific topic to determine the level of formation of a particular skill or ability, the quality of learning a certain portion of educational material by observing the educational and cognitive activities of students in class, oral interviews, written control of knowledge and skills through written works, questions, essays, solving situational clinical problems), discussions, role-playing games on the topic of the lesson and test control using a set of standardized tasks. Criteria for assessing the current educational activities of the student. At each practical lesson, the teacher assesses the knowledge of each student on a four-point scale. Excellent (“5”) - The student correctly, clearly, logically and fully answers all the questions of the current topic, knows the material of previous topics (ascending level of knowledge), answers the questions of the lecture course and questions on independent work. Good (“4”) - The student correctly, sometimes with the help of explanatory questions, answers the questions of the current topic, knows the material of previous topics (ascending level of knowledge), answers the questions of the lecture course and questions on independent work. Satisfactory (“3”) - The student incompletely, with the help of explanatory questions, answers the questions of the current topic, questions from the material of previous topics (ascending level of knowledge), inaccurately and incompletely answers the questions of the lecture course and questions from independent work. Cannot build a clear, logical answer on their own. 19 Unsatisfactory (“2”) -The student does not know the material of the current topic. Or answers the questions of the current topic insufficiently, incompletely, can not build a logical answer, does not answer explanatory questions, does not understand the content of the material, does not know questions from the material of previous topics (ascending level of knowledge), does not answer lecture course questions and questions independent work. Final control involves summarizing the results of current control. The form of final control of knowledge is a test. The final control of mastering the discipline is carried out upon its completion at the final lesson. The final score for current activities is defined as the sum of points or the arithmetic mean of traditional estimates obtained for current activities. The traditional arithmetic mean score is converted into points according to the conversion scale and the final score according to the traditional scale. The recalculation of the average assessment of current activities into a multi-point scale is carried out in accordance with the "Instructions for the assessment of educational activities under the European credit transfer system of organizing the educational process.
Assessment on the ECTS scale Traditional assessment from the discipline 180–200 A 5 160–179 B 4 150–159 C 4 130–149 D 3 120–129 E 3 Less 120 F, FX 2 

Control questions, tasks for independent work

1. The concept of evidence-based medicine as a basis for obtaining modern scientific medical knowledge.
2. Clinical epidemiology.
3. Principles of clinical trials with human participation: assessment of evidence, benignity, efficacy, safety of drugs.
4. The doctrine of informed consent as a bioethical and legal aspect of interaction between health professionals and patients.
5. The concept of good practices
6. Ethical, moral and legal issues of euthanasia in the context of incurable diseases.
7. The concept of palliative medicine and palliative care: the situation in Ukraine.
8. The concept of hospice movement: history, reality, prospects
9. Ethical and legal aspects of transplantation
10. Organ explantation in living and deceased donors
11. Presumption of consent and disagreement regarding cadaveric transplantation
12. Ethical issues of distribution of donor organs
13. Ethical and medical problems of ascertaining death and "brain death".
14. Law of Ukraine on transplantation of organs and anatomical materials
15. The concept of biosafety
16. Science and biosafety
17. The concept of dual-use technologies: risks and reality
18. Biotechnologies of concern
19. Biological weapons
20. Bioterrorism
21. Directives on the Prohibition, Stockpiling and Use of Biological Weapons.
22. The concept of biosecurity
23. Biological risks
24. Natural epidemics
25. Laboratory biosafety and biosecurity
26. Levels of biological protection
27. The unpredictable future of biomedical research
28. Responsibility of scientists
