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DOCENTE: Prof.ssa DOMITILLA VANNI DI SAN VINCENZO
PREREQUISITES Adequate historical, institutional, economic and legal knowledge of the Italian 

and European legal system.

LEARNING OUTCOMES Knowledge and understanding
Acquisition  of  advanced tools  for  understanding  the  evolution  of  biotechnology
law.  Ability  to  use  the  specific  language  of  this  discipline  and  to  master  the
system of  sources,  the main institutions and legal  concepts of  private law with
reference to the comparative methodology in the biotechnology field,
Ability to apply knowledge and understanding
Ability  to  independently  recognize  and  organize  the  constituent  and  founding
elements  of  the  biotechnology  law  of  each  legal  system  including  the  legal
system  of  the  European  Union,  in  light  of  the  comparison  with  common  law
systems.
Autonomy of judgment
Be  able  to  evaluate  the  implications  deriving  from  differences  and  equality
between  legal  systems.  Being  able  to  assess  the  impact  of  the  system  of
sources and the political, social and economic evolution of each legal system on
the different biotechnology statutes and human rights.
Communication skills
Ability  to  expose  the  results  of  the  studies  carried  out  even  to  a  non-expert
public.  Being  able  to  support  the  importance  and  highlight  the  differences
between  operational  legal  rules  and  "declaimed"  rules.  Ability  to  master  the
linguistic-conceptual differences of legal terms.
Learning skills
Ability to update by consulting the scientific publications of the sector, the main
judicial  decisions  as  well  as  domestic,  European  and  international  legislation,
essentially  using the texts in the original  language and in detail  in  English and
French. Ability to follow, using the knowledge acquired in the course, both first
level  masters,  in-depth  courses  and  specialized  seminars  in  the  field  of
biotechnology law.

ASSESSMENT METHODS A paper  and an oral examination aimed at ascertaining the level of knowledge 
of the subject matters. The evaluation will unfold as follows: Excellent (30 - 30 
cum laude): good knowledge of the topics, excellent property of language, 
excellent capacity of analysis ; the student is able to apply theoretical knowledge 
to real cases which are proposed to be analysed; Very good (26 - 29): good 
knowledge of the topics, good properties of language, good analytical capacity; 
the student is able to apply theoretical knowledge to real cases which are 
proposed to be analysed; Good (24 - 25): Basic knowledge of the main topics, 
good property of language, the student shows limited ability' to apply theoretical 
knowledge to real cases which are proposed to be analysed; Satisfactory (21 - 
23): the student does not show that complete command of the main teaching 
topics, although showing to know the basic knowledge; he/she shows 
satisfactory property of language albeit with a poor ability' to adequately apply 
theoretical knowledge to real cases which are proposed to be analysed; 
Sufficient (18 - 20): The threshold of sufficiency will be achieved when the 
student shows knowledge and understanding of the topics at least in general 
terms and has minimum application competencies for the resolution of concrete 
cases; below this threshold, the examination will be considered insufficient.

EDUCATIONAL OBJECTIVES Acquisition of advanced tools for understanding the evolution of biotechnology 
law. Ability to use the specific language of this discipline and to master the 
system of sources, the main legal institutions and concepts of private law with 
reference to the comparative methodology in the biotechnology field, Knowledge 
of the fundamentals of legal rules referable to research, experimentation and 
application of biotechnology.

TEACHING METHODS Frontal lessons

SUGGESTED BIBLIOGRAPHY L’indicazione delle letture di base e di approfondimento è meramente 
esemplificativa ed è data ai soli fini di un possibile ausilio e supporto alle lezioni 
la cui frequenza è, naturalmente, insostituibile.
Conseguentemente possono essere utilizzati dagli studenti altri testi, anche 
diversi da quelli indicati, che trattino e sviluppino gli argomenti del programma 
del corso.
Si segnala come lettura di base preliminare: 
- G. Giaimo, La volontà e il corpo, Giappichelli 2019, ISBN 9788892119468.  
Si consiglia inoltre per l'approfondimento la lettura di: 
- V. D’antonio, Invenzioni biotecnologiche e modelli giuridici: Europa e Stati 
Uniti, Jovene 2004, ISBN 9788824315319; 
 nonché del testo in lingua inglese:
- R.Hardcastle, Law and the Human Body. Property Rights, Ownership and 
Control, Oxford and Portland, Oregon 2009,  ISBN 9781841136011.

SYLLABUS
Hrs Frontal teaching

4 An introduction to biotechnology law: the regolatory  international framework



SYLLABUS
Hrs Frontal teaching

6 -Biotechnology law in National  and European  law: a comparison between different legal systems

4 -Regulatory, constitutional, European  and international sources with with particular regard to biotechnology

4 -Legal protection of biotechnological inventions, related international agreements, the European rules and  the 
Directive 98/44/EC

4 -D.lgs. n. 131/2010 (amendments to the C.P.I.) and biotechnological inventions

10 Analysis of some  problems derived by globalisation and related rules: biodiversity, bioethics, biolaw, biobanks 
and privacy.  The assisted reproduction. New drugs, Environmental Protection, Environmental and Plant 
Biotechnology.

8 Analysis of the principles governing contracts and liability in the law of biotechnology. Brief overview of  the 
main  technology transfer and licensing agreements - Medical liability

4 Legislation on risk  prevention at the workplace and responsibilities

4 -Civil/administrative/criminal liability
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