	SYLLABUS
The Faculty of Pharmacy with the Division of Laboratory Medicine 
for the education cycle 2018 - 2022

	Name of a  field of study
	International doctoral studies in the field of medical sciences and pharmaceutical sciences

	Name of a course/module
	Bioethics and law in biomedical research

	1. Name of a department where the course is held

2. E-mail of the department

3. Faculty of 
	1a. Department of Human Philosophy and Psychology
1b. Department of Medicinal Chemistry
1c. Department of Experimental Physiology and Pathophysiology

	
	2a. sfp@umb.edu.pl

2b. edyta.rysiak@umb.edu.pl

2c. bmalin@umb.edu.pl

	
	3a. Faculty of Health Sciences 
3b. Faculty of Pharmacy with the Division of Laboratory Medicine 

3c. Faculty of Pharmacy with the Division of Laboratory Medicine

	Education profile
	     practical                           general academic            not applicable (doctoral studies) 

	Form of education 
	     Uniform Master’s Degree Studies       First Degree Studies           Second Degree Studies

     Doctoral  Studies

	Form of study
	     Full time  studies              Extramural studies

	Course/module language
	     Polish                               English

	Type of a course/module
	     obligatory                        facultative

	Year of study
	    I       II       III       IV       V

     VI                            
	Semester 
	    I        II       III       IV       V

   VI      VII     VIII     IX      X    XI 

	Number of didactic hours within each form of classes
	Lectures:
	Seminars: 
5
[1 + 2 + 2]


	Classes:
	Consultations: 3
[1 + 1 + 1]

	Total number of contact hours
	8

	
	
	
	
	
	Number of ECTS credits
	1

	Aim of a course/module 
	The aim of the course is familiarization of PhD students with ethical rules and low regulations regarding biomedical and pharmaceutical experiments on laboratory animals, humans and human tissues. PhD students should recognize ethical and bioethical dimension of scientific research and analyse moral conflicts connected with above experiments.

	Didactic methods
	multimedia presentation, discussion, discussion of basic legal acts, fulfilment of application form necessary for receiving of permission for conducting studies on experimental animals and using human tissues and people

	Didactic tools
	Multimedia projector

	Full name of the person conducting the course

(academic or professional title/degree )
	a. Dr hab. Jacek Breczko
b. Dr n. farm. Edyta Rysiak

c. Prof. dr hab. Barbara Malinowska

Course coordinator – Head of doctoral studies

	Didactic team composition
	Dr hab. Jacek Breczko, dr n. farm. Edyta Rysiak, prof. dr hab. Barbara Malinowska


	Symbol and № of objective learning outcomes
	Learning outcomes

	According to the directional learning outcomes
	Verification methods of achieving intended learning outcomes (forming and summing up) 

	knowledge

	P-W01
	Knows and understands the ethical principles as well as legal conditions of scientific research, including the one conducted on animals and research using material from human.
	M3-W10
	Forming:

· discussion during seminars 
· evaluation of the activity of  the PhD student's
Summing up:

· credits

	P-W02
	Knows the dilemmas appearing in contemporary biomedical and pharmaceutical sciences; understands the necessity of open science functioning.
	M3-W19
	

	skills

	P-U01
	Can use gained knowledge in order to analyze research results critically and evaluate them, including own research as well as estimate the own research’s contribution to pharmaceutical, biomedical and related sciences’ development.
	M3-U13
	Forming:

· discussion during seminars 
· evaluation of the activity of  the PhD student's

Summing up:

· credits

	P-U02
	Can use the law regulations and ethical rules in scientific research.
	M3-U15
	

	social competences

	P-K01
	Is ready to an achievements’ critical evaluation in the field of pharmaceutical and biomedical and related sciences, including also her/his own contribution to their development and recognition of knowledge importance in cognitive and practical problems’ developing.
	M3-K01
	Forming:

· discussion during seminars 
· observation of the PhD student's work 
· continuous evaluation

Summing up:

· credits


	P-K02
	Is ready to fullfill the social obligations of science workers, including also initiating activities for the social environment.
	M3-K04
	

	P-K03
	Understands the need of cooperation in promoting bioethical and pro-health behaviour and attitude.
	M3-K05
	


	Student’s workload 

(ECTS credits’ balance)

	
	Form of activity
	Number of hours

	Classes that require a participation of a teacher
	Realisation of a course: seminars (according to the curriculum)
	5 [1 + 2 + 2]

	
	Participation in consultations
	3 [1 + 1 + 1]

	
	                                                                                                      Total hours:
	8

	Student’s self-study
	Preparation for seminars
	10 [2 + 5 + 5]

	
	Preparation for an exam/final test-credit and participation in the exam/credits 
	

	
	                                                                                                      Total hours:
	10

	
	                                                                             Total burden on the student: 
	18

	
	                                                                                 ECTS credits
	1

	Quantity indicators
	Student’s workload connected with classes that require a direct participation of the teacher 
	Number of hours
	ECTS

	
	
	8
	1

	
	Student’s workload connected with practical classes 
	0
	0


	Program contents 

	Course contents
	Form of a class
	Number of hours 
	Symbol of objective learning outcomes

	a. Department of Human Philosophy and Psychology
History and concept of bioethics.

Three models of bioethics.
Ethical (moral) dilemmas in bioethics and research. 
	seminars
	1
	P-W02

P-U02

P-K02, P-K03

	b. Department of Medicinal Chemistry
Beginnings and development of legal regulations and ethical biomedical research. International legal regulations regarding biomedical research.

Investigator's ethics. Ethics of research work. Risk and benefit assessment in biomedical research. Consent to participate in the study.  Scientific research on human biological material. Clinical tests. Bioethics committees. Conflict of interests in biomedical research.
	seminars
	2
	P-W01, P-W02

P-U01, P-U02

P-K01, P-K02



	c. Department of Experimental Physiology and Pathophysiology
Arguments for and against experiments on animals.

Discussion of the laws and regulations regarding experiments on animals and animal rights. Duties of local and National Ethics Committee for Experiments on Animals.

Documents necessary for beginning of experiments on animals. Preparing of the research project on experimental animals based on the actual regulations.

Housing conditions of experimental animals.
	seminars
	2
	P-W01
P-U02

P-K03

	Obligatory literature     (1-3 textbooks)
	1. Andre Judy, Bioethics as practice, Chaptel Hill, NC: University of North Carolina Press 2002. 

2. Brody Howard, The Future of Bioetthics, Oxford-New York: Oxford University Press 2009. 
3. World Medical Association (WMA). Declaration of Helsinki - Ethical principles for medical research involving human subjects, Helsinki: 1964 – Seul: 2008 
4. Council for International Organizations of Medical Sciences (CIOMS). International ethical guidelines for biomedical research involving human subjects. Geneva 2002
5. The Act of 15 January 2015 on the protection of animals for scientific and didactic purposes; the Regulation of the minister of Science and Higher Education of 5 May 2015 on the National and local Ethic Committee for Experiments on Animals – Website of the Local Ethic Committee for Experiments on Animals: http://www.umb.edu.pl/s,392/Lokalna_komisja_etyczna_do_spraw_doswiadczen_na_zwierzetach

	Optional literature       (1-3 textbooks)
	1. Beauchamp Tom L., Childress James F., Principles of Biomedical Ethics, New York-Oxford, Oxford University Press 1994. 
2. Universal Declaration on Bioethics and Human Rights. UNESCO, 2005 
3. ICH HARMONISED TRIPARTITE GUIDELINE,  GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 10 November 2016

4. Documents required for receiving the permission for conducting experiments on experimental animals – Website of the National Ethic Committee for Experiments on Animals: http://www.bip.nauka.gov.pl/dokumenty-wymagane-do-ubiegania-sie-o-zgode-na-przeprowadzenie-doswiadczenia/


	Conditions for obtaining the credit (according to the Regulations of the department/course)

	Form of receiving credit
	Final credit on the basis of observation of the PhD student's work and discussion in the seminars and obtaining partial credits.

	Conditions for passing absences
	Attendance for all seminars are mandatory. Absence must be justified.

	Possibilities and forms of arrears’ compensation 
	Unanticipated absences will need to be credited in oral form with the respective preceptors.

	Conditions for admission to an exam/credit
	Passing all seminars.

	Criteria for assessing the achieved learning outcomes from the course finished with pass credits                                    (descriptive, percentage and point rates, other ….)

	Credit based on obtaining at least 60% for each of the three areas of education i.e. knowledge, skills and competences acquired during the classes provided for in the program

	Criteria for assessing the achieved learning outcomes from the course finished with an exam                                     (descriptive, percentage and point rates, other ….)

	for grade 3
	for grade 3,5
	for grade 4
	for grade 4,5
	for grade 5


Syllabus elaboration (name and surname)   Dr hab. Jacek Breczko, dr n. farm. Edyta Rysiak, 
                                                                         prof. dr hab. Barbara Malinowska
Date of the syllabus preparation  17.08.2018 
