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Department/Clinic  
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Course unit title 
(ECTS credits, hours) 

Health Research Ethics 
9 credits (216 hours) 

Study method Lectures  Seminars Consultations Self-

study 

Number of ECTS credits  0.5 - 0.5 8 

Method of the 

assessment   

(in 10 point system) 

The oral exam. PhD students have to answer 2 questions. 

Grading scale: 

10 (Excellent): Excellent performance, outstanding 

knowledge and skills 

9 (Very good): Strong performance, good knowledge and 

skills 

8 (Good): Above the average performance, knowledge and 

skills 

7 (Highly satisfactory): Average performance, knowledge and 

skills with unessential shortcomings 

6 (Satisfactory): Below average performance, knowledge and 

skills with substantial shortcomings 

5 (Sufficient): Knowledge and skills meet minimum criteria 

4, 3, 2, 1 (Insufficient): Knowledge and skills do not meet 

minimum criteria/below minimum criteria 

 

PURPOSE OF THE COURSE UNIT 

 
1. To introduce students to the history of health-related research, its problems 

and ethical requirements. 
2. To provide information about the main national and international legal and 

ethical documents relevant to health-related research. 

3. To develop an ability to critically evaluate acquired knowledge and apply it in 
analysing ethically problematic cases in practice.  

 

MAIN TOPICS OF THE COURSE UNIT 

 
1. Historical developments of health research ethics. Human 

experimentation that had impact on research ethics.  The main international 
research ethics documents and guidelines. Ethical principles of health research 
ethics and ethical theories.  

2. The concept and types of health research. Interventional and non 
interventional studies. Distinction between biomedical research, clinical practice 

and “experimental” treatment. 
3. Clinical trials design and its ethical implications. Ethical issues related to 

randomisation, choice of control group, and blind/double blind research method. 

Concept of clinical equipoise. Ethical issues relevant to different phases of clinical 
trials. Ethical implications of the EU clinical trial Regulation. 

4. Risks and benefits of research. Problem of acceptable risk and the balance 
between individual and societal benefits. Concept of “minimal risk”. Ethical 



issues in research with healthy volunteers. Compensation for research-related 
harms and reimbursment for possible risk and inconvenience. 

5. Informed consent. Principle of informed consent and problems of its practical 

application. Therapeutic misconception. Conflicts of interests and their impact 
on voluntary participation in health research and understanding of health 

research related information. 
6. Modifications of informed consent and protection of privacy. The use of 

biological materials and health data in research. Broad consent and other ethical 
issues related to biobanks. Health research using online environment and digital 
tools. Incomplete disclosure of research related information and deception of 

research participants in behavioral studies. Relevance of the General Data 
Protection Regulation in health research. 

7. Principle of justice and health research with vulnerable persons. Concept 
of vulnerable individuals and groups. Health research with institutionalized 
persons and persons incapable of giving informed consent. Ethical issues in 

research involving participants with mental disorders and children. Ethical issues 
of health research conducted in developing countries.  

8. Ethical issues in genetic research and research with embryos. 
“Reproductive” and “therapeutic” cloning. Ethical considerations of somatic and 
germline genome editing. Ethical and legal assessment of embryo and fetal 

research. 
9. Ethics review and regulation of health related research. Principles of 

composition and functioning of health research ethics committees. The system 
of research ethics review in Lithuania. Ethical and legal regulation of health 
research in Lithuania: relevant legal documents and recommendations. 
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11.  Utrecht University. Informed consent for data sharing. Internet access:  
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Legal documents and recommendations 

 

12. World Medical Association. Declaration of Helsinki. 2013. 

https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-

medical-research-involving-human-subjects/ 

13. Council of Europe. Additional protocol to the Convention on human rights and 

biomedicine, concerning biomedical research. 2005. https://rm.coe.int/168008371a 

14. Biomedicininių tyrimų etikos įstatymas https://www.e-

tar.lt/portal/lt/legalAct/TAR.234B15954C2F/asr 

15. Lietuvos bioetikos komitetas. Biomedicininių tyrimų etikos sistema 

http://bioetika.sam.lt/index.php?1370518321 
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