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Objectives of the discipline:   

1. Knowledge and understanding of regulatory frameworks: To acquire comprehensive knowledge 

of national, European, and international regulations within the field of biotechnology and related 

sectors, while understanding the imperative for their implementation within the Romanian 

legislative context. 

2. Legal compliance and risk mitigation: To ensure students master the legal provisions regarding 

Genetically Modified Organisms (GMOs), enabling them to conduct future professional activities 

in full accordance with legal requirements to prevent risks to human health and environmental 

integrity. 

3. Ehical analysis of scientific advancement: To critically examine and address the conflicting 

aspects of scientific progress and cutting-edge technologies in relation to established ethical 

values and principles. 

 

Contents (syllabus) 

Course (chapters/subchapters) 

1. General Concepts of Law: An introduction to legal principles and fundamental juridical 

frameworks. 

2. Evolution of Biotechnology Regulations: A comparative analysis of the regulatory trajectories in 

the USA, Canada, and EU Member States. 

3. Biotechnology Legislation in Romania 

            3.1 The deliberate release of Genetically Modified Organisms (GMOs) into the environment 

             3.2 Market authorization and placing GMOs on the market. 

             3.3 Labeling requirements for products consisting of or containing GMOs. 

             3.4 The organization and commercialization of GMOs and their derivative products 

4. Patent Law in Biotechnology: Legal requirements and criteria for obtaining biotechnological 

patents (intellectual property rights). 

5. Bioethical Aspects and Research Methodology. The Role of Bioethics: An analysis of the function 

of bioethics in ensuring the protection of human dignity and environmental integrity. Ethical and 

Moral Frameworks: Fundamental principles governing conduct in life sciences and biotechnology. 

The Development of Bioethical Reasoning: Cultivating a critical mindset for evaluating moral 

dilemmas and applying rigorous research methodologies within the field of biosecurity. Ethical 

Implications in Biotechnological Research: An examination of the contemporary ethical 

challenges posed by genetic engineering, synthetic biology, and advanced biotechnological 

interventions. 

 

 

Practical activity 

1. Comparative Analysis: An examination of European and national legislative frameworks within 

the field of study. 

2. Case Study – Contained Use of GMMs: Procedures and requirements for the authorization of the 

contained use of Genetically Modified Microorganisms (GMMs). 



3. Case Study – Environmental and Market Authorization: Analysis of the authorization process for 

the deliberate release of GMOs into the environment and their placing on the market. 

4. Case Study – Industrial Property Protection: Legal strategies and practical aspects of safeguarding 

intellectual property and biotechnological inventions. 

5. Biotechnological Applications: A critical review of the associated ethical and moral dimensions. 

6. Laboratory Colloquium: Final practical evaluation/examination. 
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Evaluation 

Evaluation form Evaluation Methods 
Percentage of the final 

grade 

Final exam Written / oral examination 70% 

Evaluation of the activity 

during the semester 

Written and oral assessments during the 

semester 
30% 

 

Contact 

Assoc. Prof. Cintia Lucia COLIBABA  

Faculty of Horticulture, IULS  

3 Mihail Sadoveanu Alley, Iasi, 700490, Romania 

Tel: 0040232407440  

E-mail: cintia.colibaba@iuls.ro 

 

 

 

 

http://www.bioetica.ro/
mailto:cintia.colibaba@iuls.ro

