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ABSTRACT

Biotechnology and its legal consequences have, in
recent decades, become one of the central arenas
in scientific and technological governance, to
the extent that various legal systems have been
compelled to review and formulate effective
regulations to guarantee safety, safeguard
genetic resources, and protect biotechnological
innovations. In this research, the Biosafety Law of
2009 in Iran, the National Biosafety Regulations
Bill of Iran (including provisions on research
restrictions and obtaining necessary permits), as
well as parts of the new draft Biosafety Law, were
examined using a descriptive-analytical method.
Through a comparative study of the existing laws
in the European Union and Iran, it was concluded
that the regulations and general principles of the
European Union in the field of protecting the
registration of biotechnological inventions do
not differ significantly from those in Iranian laws
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and largely overlap. Additionally, this research addressed the necessity of
simultaneous attention to the rights of countries possessing genetic resources,
the rights of holders of biotechnological know-how, and the rights of society.
In accordance with the 1998 European Council Directive, the geographical
origin of biological resources must be indicated. In Iranian laws, given that
Iran is a country rich in genetic reserves, this important issue had not been
addressed in the Patents Registration Law of 2007 and had been discussed
only in an interpretive note on clause "d" of Article 4 of the aforementioned
law. Fortunately, in the new Industrial Property Protection Law of 2024, the
declaration of the geographical origin of the natural biological resource has
become mandatory. However, the existence of legal gaps and some ambiguities
still poses challenges to the process of protecting biotechnological innovations
and underscores the necessity of formulating a comprehensive and coherent
law in the field of registration and protection of these innovations.
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Extended Abstract]
In this research, the Biosafety Law of 2009 and the National Biosafety

Regulations Bill of Iran concerning topics such as research restrictions and
obtaining necessary permits, as well as parts of the new draft Biosafety Law,
were examined using a descriptive-analytical method. From examining the
existing laws in Iran and the European Union, it became clear that in addition to
the fundamental conditions for registering biotechnological inventions, namely,
novelty, inventive step, and industrial applicability, another condition, termed
“compliance with public order and morality”, must be observed. Furthermore,
this research addressed the necessity of simultaneous attention to the rights of
countries possessing genetic resources, the rights of holders of biotechnological
know-how, and the rights of society. Regarding the obligation to indicate the
geographical origin of genetic resources in the patent document to respect the
rights of owners of genetic resources, it is clearly stated in accordance with
Recital 27 of the Preamble to Directive 98/44/EC on the legal protection of
biotechnological inventions (1998): “Whereas if an invention is based on
biological material of plant or animal origin or if it uses such material, the patent
application should, where appropriate, include information on the geographical
origin of such material...” In Iranian laws, given that Iran is a country rich in
genetic reserves, the issue of registering the genetic origin of biotechnological
products had not been addressed in the Patents Registration Law of 2007 and
had been introduced only in an interpretive note on clause "d" of Article 4
of the aforementioned law. Fortunately, based on Article 16 of the Industrial
Property Protection Law of 2024, “the declaration of the geographical origin
of the natural biological resource used for performing the invention and the
manner of access to the resources” has become mandatory. Also, concerning
the labeling of genetically modified products, according to Article 7 of Iran’s
Biosafety Law of 2009, the necessity of observing regulations and conditions
for the packaging and labeling of genetically modified products has been
considered. In the European Union, regulations concerning the labeling of
genetically modified products were also approved in 1997. Therefore, through
a comparative study of the existing laws in the European Union and Iran, it was
concluded that the regulations and general principles of the European Union
in the field of protecting the registration of biotechnological inventions do not
differ significantly from those in Iranian laws and largely overlap. Although
Article 7 of the Biosafety Law of 2009 addresses the necessity of packaging
genetically modified products, it is silent regarding the specific regulations and
standards related to the packaging and labeling of genetically modified products.
Additionally, in the Biosafety Law of 2009, the conditions and timeframe for
obtaining permits, due to a lack of clarity and challenges related to researchers’
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activities, where obtaining a permit is postponed until after field experiments,
lack the necessary effectiveness. The National Biosafety Regulations Bill
contains positive points in some sections; referencing the government’s duties
regarding “determining regulations” related to the identification, packaging,
labeling, transportation, and risk assessment of genetically modified organisms,
and considering civil liability for compensating damages to “permit holders”
and obliging “permit holders” to obtain civil liability insurance to mitigate
the harmful effects of potential damages, are among the positive points of the
Biosafety Bill. However, in the Biosafety Law of 2009, there is no mention of
civil liability arising from potential damages caused by genetically modified
products. Also, regulations and standards related to the labeling of genetically
modified products have not been formally determined. According to Article
6 of the Biosafety Law of 2009, the penalties for violators in the field of
biotechnology include temporary suspension of the permit, compensation
for damages, and in case of repetition for the second time, in addition to
compensating the incurred damages, payment of twice the amount of damages
as a monetary fine, and revocation of all previously issued permits, as well
as prohibition from continuing activity. However, according to Article 12 of
the National Biosafety Regulations Bill, “the import, export, transit, release,
storage, and transfer of living genetically modified organisms and their
products without ‘obtaining a permit’ is considered a crime, and the perpetrator,
in addition to compensating the incurred damages and confiscation of the
mentioned organisms and products, will be sentenced to imprisonment from six
months to four years and a monetary fine up to twice the amount of damages
incurred...” In case of repetition, the punishment is intensified. Therefore, such
acts have been criminalized. Nevertheless, the National Biosafety Regulations
Bill is not without flaws and defects. The criminalization in the articles of the
National Biosafety Regulations Bill and its repetition in the new draft Biosafety
Law - although it has not yet been approved and is merely a bill - if approved
without rectifying the existing defects, will create many limitations on the path
to developing biotechnologies. It seems that examining the existing laws in Iran
and considering the positive aspects of laws prevalent in the world in the field
of intellectual property for biotechnological knowledge and products, as well
as utilizing the opinions of scientists and specialists in this field, is necessary
for formulating and drafting a comprehensive law regarding the intellectual
property of products resulting from biotechnology in Iran. It is hoped that by
utilizing the opinions of specialists, researchers, and activists in the field of
biotechnology, the obstacles facing the use of knowledge and products resulting
from biotechnology will be removed, and we will witness the further flourishing
of this nascent knowledge in our dear country, Iran.
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Article 53: Exceptions to patentability - European patents shall not be granted in respect of: (a)
inventions the commercial exploitation of which would be contrary to “ordre public” or morality; such
exploitation shall not be deemed to be so contrary merely because it is prohibited by law or regulation
in some or all of the Contracting States.

53. Article 6: 1. Inventions shall be considered unpatentable where their commercial exploitation would
be contrary to ordre public or morality; however, exploitation shall not be deemed to be so contrary
merely because it is prohibited by law or regulation. 2. On the basis of paragraph 1, the following, in
particular, shall be considered unpatentable: a) processes for cloning human beings; b) processes for
modifying the germ line genetic identity of human beings; c) uses of human embryos for industrial
or commercial purposes; d) processes for modifying the genetic identity of animals which are likely
to cause them suffering without any substantial medical benefit to man or animal, and also animals
resulting from such processes.

54.(27) Whereas if an invention is based on biological material of plant or animal origin or if it uses such
material, the patent application should, where appropriate, include information on the geographical
origin of such material, if known; whereas this is without prejudice to the processing of patent
applications or the validity of rights arising from granted patents;
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