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inventions from being protected both by the plant breeder protection and by patents. To
determine the scope of patentability it is a need for clarifying the distinction between plants
and plant variety as well as between animal and animal varieties, as legal or juridical
concepts. The term plant variety is defined in article 2 by a reference to the definition in the
Regulation (EC) No. 2100/94 article 5, whereas plant variety is defined as in the UPOV-
conventions. The term plant can be conceived as “a single specimen® or as one plant. Such
understanding of the term does however not make good sense. A holder of a patent will
typically not be interested in patent to one specimen, but to a line or variation of specimen.
The term plant cannot be conceived as that a species is eligible for patent, since a patent right
to a species would imply an indeed a broad patent. The preamble paragraph 32 addresses this
by stating that if the invention is one genetic change in one plant variety, and the result is a
new variety, the new variety will be excluded from the scope of patentability regardless of
whether the new variety is the result of biotechnological techniques or biological processes.

The Directive provides for registering patents to naturally occurring genes by isolating and
describing them. According to the preamble, a simple sequence of DNA, without a
technological description, cannot be characterised as a eligible for patent invention and can
therefore not be patented.

Patent shall not be granted for “essentially biological processes for the production of plants or
animals®. This opens up an issue of interpretation: When is a process essentially biological?
This is defined in article 2 paragraph 2, as ”a process for the production of plants or animals is
essential biological if it consists entirely of natural phenomena such as crossing or selection®.

Inventions “where their commercial exploitation would be contrary to ordre public* are also
exempted from the scope of patent protection.’’ In this context, processes that will alter the
genome of an animal, and which are likely to cause suffering for the animal shall only be
eligible for patent when such is reasoned in “substantial medical benefit to man or animal*.>

Patent Terms

The preamble emphasises that when granting a patent to biotechnological inventions the same
criteria as applied in other areas shall be used.”® Several of the paragraphs in the preamble
address patent practice on the patent conditions. The Directive aims at clarifying the
distinction between invention and discovery in the field of biotechnology.

The preamble prescribes for a disclosure of the geographic origin, where it is known, of the
biological material used in the invention. The lack of such disclosure shall however not be
used as a ground for rejecting a patent claim or as a reason to counter the validity of the patent.
In the international debate this has been regarded as an important measure to ensure that
companies are working in consistency with the legislation of the country providing genetic
resources. NGOs have argued that this should rather be a condition for patents than optional.

The Scope of the Patent Protection

In order to determine the object of protection for a granted patent two sources are of particular
interest: The scope of patent legislation, as for example the EU Patent Directive; and the
individual patent claims. The patent claim is the description of the invention given by the

ST EU Patent Directive article 6.
52 BU Patent Directive article 6.
33 EU Patent Directive preamble paragraph 22.
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applicant at the application time. To determine the extent of what the patent protects, the point
of departure is an interpretation of the patent claims.

The Patent Directive chapter II regulates the scope of protection of the patent. According to
the Patent Directive the patent covers all propagation or multiplication of the patented
material, as long as the biological material has the same properties as described in the patent
claims.”® This right applies unconditional of the form in which the reproduction has taken
place. This implies that also the next generation of individuals, and every descendent
reproduced from the patented plant or animal is covered by the protected right of the patent.
Preparing the case before the Court the EU General Attorney gave the following
consideration:

“121. A patent for a product normally gives the holder the exclusive right to
manufacture that product (subject to compliance with applicable laws and
regulations). In the case of patented material that is capable of reproducing itself, the
value of the patent would clearly be eroded if it did not extent to future generation of
such material. For example, if the purchaser of patented seeds were able to use the
seeds produced by the crop grown from the purchased seeds, the value of that patent
would be much reduced. ..."”’

This implies an extensive right for the patent holder. The Patent Directive however provides
for the possibility of compulsory cross-licensing.

2.3.2 The European Patent Organisation

Whereas all the above mentioned international agreements imply obligations of
implementation in the various domestic legislations,”® the European Patent Organisation
provides for patent protection in its member states autonomously, in addition to the domestic
patent legislation. The European Patent Convention (EPC) regulates the scope of patentability,
the conditions for granting a patent and the scope of the protected invention. This short
introduction to the European Patent Convention and its practice, is based upon on a EPO-
paper.’” The point of departure according to EPC article 23c¢ that:

“Biotechnological inventions shall also be patentable if they concern: (a) biological
material which is isolated from its natural environment or produced by means of a
technical process even if it previously occurred in nature “.

From this point of departure EPC article 53 makes the following exemptions:

(13

(a) inventions the publication or exploitation of which would be contrary to ordre
public or morality, provides that the 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,

(b) plant or animal varieties or essential biological processes for the production of
plants or animals, this provision does not apply to microbiological processes or the
products thereof-“

" EU Patent Directive article 8 and 9.

55 Opinion of the General Attorney in case C-377/98R, paragraph 121.
% Paterson 1992, page 7.

57 Galligani 2000.

41



Hence, the exemptions according to the EU Directive are identical to those of the EPC. These
terms are interpreted in practice under the EPO.*®

2.4 The Patent System in Short

2.4.1 An Overview of the Patent System

The essence of a patent is that it grants an exclusive right to prohibit others from using an
invention for commercial purposes. The invention must fulfil the following criteria: it must be
new (or novel) compared with what was previously known (prior art)”, it must involve an
inventive step (am: non-obvious) and must be capable of industrial application.

The objective of the patent system is to promote inventive contribution and disclosure of
inventions. To achieve these goals, the inventor is given an advantage in form of an exclusive
right to commercially exploit the invention for a limited period of time.

By definition patents and plant breeders’ rights follows a principle of territoriality: the granted
right is valid for the countries or areas where granted. The point of departure is that each
country issues exclusive intellectual property rights for the use of the invention within their
territory. In this regard the European Patent Organisation makes an exemption: Under this
legal regime it is possible to apply for a patent in all or in a selection of its member countries.
The EPO is based on the principle of territoriality, the territory is however several countries.
The EPO grants patents with direct effect for the countries chosen. In this respect EPO has
character of being a supra-national organisation. On the other hand, EPO has features that
emphasises that the organisation in other respects is not supra-national. Civil actions
concerning alleged void patents and infringement have to be dealt with by national courts.
Furthermore, judgements on void patents are only valid in the country where the judgement is
pronounced.

The patent system can be explained by the legal acts or actions:

1. A first issue is whether the said invention is subject matter to patentability; is it at all
possible to apply for a patent for such inventions. The TRIPS-agreement article 27.1
obliges the member countries to grant patents to:

“Subject to the provisions of paragraphs 2 and 3, patents shall be available for any
inventions, whether products or processes, in all fields of technology, provided that they
are new, involve an inventive step and are capable of industrial application.””

Article 27.3 specifies this general obligation by recognising that the member countries
May exempt certain inventions from the scope of patentability. In this respect the TRIPS-
agreement is a minimum obligation, since it leaves discretion to the parties whether to
adapt these exemptions from the scope of patentability. Thus the member countries may
choose to grant patents to all inventions. The EU-Directive on the other hand obliges the
member countries to standardise the patentable subject matter. The practices from the EPO
investigators and from the boards of appeal have specified this scope of protection under
this legal regime. (Since the EPO grants patents with a direct effect for its member
countries, this practice is of importance for the patentability in all the member countries.)

%% Galligani 2000 gives a brief overview of this practice.
%% The TRIPS-agreement article 27.1 specify in a footnote that: “For the purposes of this Article, the terms "inventive step” and "capable of
industrial application"” may be deemed by a Member to be synonymous with the terms "non-obvious" and "useful"” respectively.*
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2. The second consideration is whether the patent terms describe an invention. This is a basic
requirement for being granted patent protection.”” The content of the term is not clearly
identified in relevant national or international legislation. Invention can be described by
three sub-terms: Technical character, technical effect and reproduction.®® An invention
can thus be defined as a practical solution to a problem, where the solution has technical
character, technical effect and is reproducible.

Technical character is described as when the product or the process makes use of the
material and/or energy in nature in order to solve the problem at hand. Patent legislation
often negatively defines the term technical character by formulating some aspects that are
not conceived as an invention.”

Technical effect implies that the product or process has to function. Consequently, patents
claims with no known application can, as a point of departure, not be granted.®® It has,
however, been argued that it is sufficient that the product or process in a candidate for
research and development. The question of technical effect is often debated in relation to
the field of biotechnology.

The term reproducible implies that a generally skilled professional on the relevant field
can be able to produce the product or bring the process to effect. This can be derived from
the demands to the description that has to be attached to the patent claims.®* It is not
demanded that the professional actually has to reproduce the claimed invention; only that
it is possible to reproduce it.

3. A third legal action is the investigation of whether the invention fulfils the patent three

terms:
a. Novelty;
b. Involve an inventive step or not be obviousness to a person skilled in the

technology;
c. Capable of technical application.

A main principle of these considerations is that the applied patent must not already be

in the public domain — it must add something new to the prior art. To fulfil this objective
or terms the patent examiner must have a sufficient overview over the existing prior art.
Since it is close to impossible to have a complete overview over the worldwide prior art,
the search is standardised. An argument often put forward in the international debate is
that the procedures for investigation has not been able to prevent genes and related
knowledge in the prior art from being patented. (There are no legally binding definitions
regarding practice for the patent terms, or of the prior art in international law. Thus this
will be determined by the patent office in each country. However, in the WIPO there are
negotiations for a treaty going on that has as objective to standardise these considerations.
From the European point of view, the EPO examines and grants patents, and thus develops
practice for these considerations).

5 See for example Article 52 (1) EPC.

®! See for example Bently and Sherman, page 371.

82 See for example Article 52 (2) EPC.

83 See for example Article 5 (3) 98/44/EC and the preamble point 22-24 in the same document.
% See for example Article 83 EPC, cf. EPC Guidelines C-II, 4.9.
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4. A subsequent question is what the granted patent gives an exclusive right to. This is
determined by three legal sources: the granted patent claim, the principle of equivalence
and the patent legislation. At this point the TRIPS-agreement article 28 imposes
minimums requirements to the domestic legislation on what a patent right ought to cover.
This is described in the table above. To determine the scope of protection is crucial when
considering another product is infringing the grated patent. It is important for other
inventors, companies and breeders to know what is patented to predict their freedom to
operate, without infringing a patent or licensing the patented invention from the patent
holder. It either the patent claims themselves or by an interpretation by equivalence are
interpreted in a broad manner, the patent can become to cover more than the “new* and
“innovative step® that it is meant.

2.4.2 The Relationship to the IT-PGRFA
The obligation under the IT-PGRFA article 12.3 (d) is as follows:

“Recipients shall not claim any intellectual property or other rights that limit the
facilitated access to the plant genetic resources for food and agriculture, or their
genetic part or components, in the form received from the Multilateral System; “

This can be seen considered in at least four manners:

1. As an contractual obligation upon the receiver of the genetic material not to claim such
intellectual property rights

2. As an obligation related to the scope of the patentability: That the said material shall
not be subject to patent protection in the form received

3. As an imperative to the practice of the patent terms. That the material in the form
received from the Multilateral System does not fulfil the terms for a patentable
invention

4. As a principle to the interpretation of the scope of the patent protection: a granted
patent shall not be interpreted as to cover or restrict the use of the genetic resources
under the Multilateral System

These alternatives are not mutually exclusive. Thus the relationship between the IT-PGRFA
and the intellectual property regimes can be described as to follow all these four interpretation.
The European Community and its member states have at the time when the Treaty was
adopted made the statement that plant genetic resources for food and agriculture or genetic
components thereof, which have been subject to innovation, may be object to intellectual
property rights, provided that the criteria for such rights are met.

2.4.3 The Relationship to the CBD

The relationship between the CBD and the patent regimes is a very debated issue
internationally. Lately the Conference of the Parties of the CBD referred the issue to the
Intergovernmental Committee (IGC) of the WIPO, for their view upon this issue. A
preliminary study has been conducted and was presented at the fourth meeting of the IGC in
December 2002.%

% WIPO/GRTKF/IC/4/11.
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3 Initiatives on access to Genetic Resources in the Nordic countries

3.1 Nordic Gene Bank

The present legal regulation of the Nordic Gene Bank is that the legal status of the genetic
resources in its possession is uncertain. There does not exist any written agreement specifying
the terms for the establishing of the NGB. The authority of the NGB is its Board, where the
Nordic countries are represented. According to the statutes the NGB is a common Nordic
institution, with the objective and purpose to conserve and to document the variations of the
Nordic plant genetic resources for species of value for agriculture and horticulture. The
collections of the NGB shall be made available for plant breeding — both for research and for
development and other bona fide uses. A guiding principle for the management of the Nordic
Gene Bank has been to promote the free and open access to and transfer of plant genetic
resources. There is, however, an urgent need to clarify the legal status of the material. When
access is provided the user of the genetic resources and Nordic Gene Bank conclude a
Material Transfer Agreement (later referred to as a MTA). The MTA is standardised inter alia
with the aim of facilitating access to the genetic resources of the NGB. By signing the MTA,
the recipient of the genetic resources undertakes only to use the material for plant breeding,
research and educational purposes. From a legal point of view, the MTA must be seen as a
private law agreement, between the Nordic Gene Bank and the user. There is an ongoing
review of the MTA. The current MTA is enclosed as appendix II to the Report.

Approximately 90 % of the material is included under the Multilateral System according to
Annex I of the IT-PGRFA. Passport data including (country of origin), donor country and
donor institute is available for the greater part of the accessions in the ordinary collection.
Approximately 20 % of the accessions have no donor country information and 10 % no
information on country of origin. All material in the special collection has information about
donor country however the information about country of origin varies. An estimate is that 90
% of the samples in the Nordic Gene Bank is from the time before the CBD and therefore not
regulated by for the access legislation of article 15.

3.2 Denmark

Denmark, at the time of the ratification of the CBD, determined that access to genetic
resources should not require a prior informed consent. Denmark has not yet decided upon
whether to regulate access to genetic resources in the longer term. Greenland is in the process
of developing legislation on access to genetic resources. There exist several acts on rights to,
use of and access to biological material that might have implications for access to genetic
resources.

Denmark has been focusing on the interrelation between regulation of access to genetic
resources and intellectual property rights applied to genes and living organisms emphasising
however, that these are two separate issues. Denmark has emphasised that one practical
manner to ensure that intellectual property right laws do not undermine access legislation is to
require disclosure of the origin of genetic resources in the application for the intellectual
property right. With reference to recital 27 of the EC Directive 98/44, Denmark has inserted
the following provision in a regulation (in Danish languish: bekendtgerelse):

“If an invention concerns or makes use of biological material of vegetable or animal origin
the patent application shall include information on the geographical origin of the material, if
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known. If the applicant does not know the geographical origin of the material, this shall be
indicated in the application. Lack of information on the geographical origin of the material or
on the ignorance hereon does not affect the assessment of the patent application or the validity
of the rights resulting from the granted patent. “*®

Breach of this provision could imply violation in the Danish Penal Code to provide correct
information to a public authority, but will not have any consequences for the validity of the
patent.

3.3 Finland

In Finland there is no regulation of access to genetic resources. Finland ratified the CBD 25.
October 1994. In 2003, an advisory board on genetic resources will be established. Among the
most important issues to be discussed and further elaborated by this board will be the
implementation of international agreements regarding genetic resources, in particular the CBD
and the IT-PGRFA. Finland implemented Patent Directive in national legislation in June 2000.

3.4 Iceland

Iceland has ratified CBD, is a member to WTO (and is thereby bound by the TRIPS-
agreement) and WIPO and has the intention to ratify the IT-PGRFA, the conventions are not
implemented in national legislation. There are no particular acts in Iceland regulating access
to, rights to or ownership to genetic resources. There is no general requirement for seeking
permission to have access to genetic resources. It is not clear from Icelandic legislation which
ministry to handle these issues. Various acts addresses issues related to genetic resources:

e Act number 58/2000 regulates the protection of new plant varieties. The act fulfils the
requirements of the UPOV-conventions even though Iceland has not ratified the
Convention.

e Act number 70/1998 on Agriculture has as its main objective to protect genetic resources
in Icelandic agriculture.

e Act number 57/1998 about research and use of resources in the soil paragraph 34 requires
a permission from the Ministry of Industry before research or use of micro-organisms (in
Icelandic: mikrogrverur) in geothermal areas can be conducted. According to paragraph 36
of the Act, paragraph 34 should be reviewed before 1. January 2001. The draft act on
biotechnology was presented for Althingi, the Parliament of Iceland, in the period 2001—
2002, but was not adopted.

e According to act number 17/1991 about intellectual property rights can a patent be issued
for substances and compositions of substances and the act does not prohibit that a patent
can be issued for inventions as a result of biotechnology. According to this act plant and
animal varieties and procedures for production of plants or animals that mainly are
biological are not subject matter to patents. Methods and procedures in microbiology and
products of such methods are subject matters to patents according to the act. The EU
directive number 98/44 has not yet been implemented.

% Bekendtgerelse om &ndring af bekendtgerelse om patenter og supplerende beskyttelsescertificater BEK number 1086 af 11/12/2000.
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3.5 Norway

The issue of access or rights to genetic resources is not regulated comprehensively in
Norwegian legislation at the present. There exist several acts on rights to, use of and access to
biological material that might have implications for access to genetic resources. There have
been several cases of search for genetic resources in the exclusive economic cone: the area
beyond and adjacent to the territorial sea. In these cases the Act on the Exclusive Economic
Zone (Act of 17. December Nr. 90 1976) has been used as a legal framework.

The public committee on biological diversity the “Biomangfoldlovutvalget” began its work in
October 2001, and is expected to give its recommendations during the fall of 2003. One of its
core projects is to develop and suggest regulation of access to genetic resources found within
the territory of Norway; and guidelines for the use of genetic resources from other countries
when used in Norway. The Committee will probably also address the relationship between
access to and rights over genetic resources in the context of patents to living organisms and
plant variety protection.

Norway is Party to the UPOV Convention (1978), which is implemented in the Plant Variety
Act (Act of 12. March, 1993 nr. 32).

Norway is member to the WTO and is therefore bound by the TRIPS-agreement. So far the
EU Directive 98/44 has not been implemented in the Patent Act. Patent practice indicates that
patents are granted to both modified and naturally occurring genes of plants, animals and
micro-organisms. A governmental working-group has discussed several aspects on the
implementation of EU Directive 98/44. Among the subject discussed is how to implement the
Directive ensuring compliance with access legislation of other countries.

3.6 Sweden

Sweden is Party to the Convention on Biological Diversity but has so far not taken any
initiatives to regulate the access to genetic resources. The Swedish position is that plant and
other genetic resources should be available with a minimum of bureaucracy and restrictions.
Sweden is currently (February 2003) on its way to implement Directive 98/44/EG on legal
protection of biotech inventions. Sweden is also member of the UPOV 1991 Convention, the
European Patent Convention and WIPO. Sweden holds the position that intellectual property
rights are important incitements for research and development of innovations. Sweden will
ratify the International Treaty on Plant Genetic Resources for Food and Agriculture. The
Swedish position is that there is no need for new or amended legislation to ratify the Treaty.
From the Swedish point of view the ideal situation is that all crops should be included in the
Multilateral System for facilitated access and benefit sharing, and there are for the time being
no plans to in any way restrict the access to any genetic resources in Sweden.
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3.7 Membership to the Relevant Agreements of International Law

agreement, binds all the Nordic countries.

Denmark Finland Iceland Norway Sweden
CBD 21/12/1993 27/07/1994 12/09/1994 09/07/1993 05?/4/1995
IT-PGRFA 6/6/2002 6/6/2002 12/06/2002 6/6/2002
(signature) (signature) (signature) (signature)
UPOV 6/10/1968 16/4/2002 Not member | 13/09/2002 17/12/1971
(1991 act) (1991 act) (1978 act) (1991 act)
WTO/ TRIPS |1/1/1995 1/1/1995 1/1/1995 1/1/1995 1/1/1995
WIPO All the Nordic countries are member to WIPO
EU Directive |The directive, to which Iceland and Norway are bound through the EEA-
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4 Management of Genetic Resources in the Nordic Countries
4.1 Methodological Approach to Discuss Policies and Legislation

4.1.1 Overview over Chapter 4

In this chapter different policy options for the management of access and rights to genetic
resources will be discussed as a basis for the recommendations. The chapter draws upon the
discussions of the relevant international treaties in chapter 2 and the overview of related
Nordic domestic initiatives in chapter 3. The text is structured in scenarios for different
categories of genetic resources. The categories are as follows:

Plant Genetic Resources in the Nordic Gene Bank (chapter 4.2)
Domesticated Plant Genetic Resources in the Nordic Countries (chapter 4.3)
Access to Animal Genetic Resources for Food and Agriculture (chapter 4.4)
Access to Genetic Resources of Forest Trees (chapter 4.5)

Access to Wild Genetic Resources (chapter 4.6)

The discussion under each of these categories is structured as follows: First, the framework
conditions for the management of genetic resources are presented. Secondly, based on these
conditions different options to approach the issues are discussed. Finally, conclusions and
recommendations are offered.

The discussion of the options comprise the following topics:

1. Description of the specific problems or challenges for the particular category of genetic
resources

Identification of typical stakeholders

Relevant international agreements

Relevant domestic legislation

Identification of objectives for the management of the genetic resource

Nk

The Project Group has identified three main topics for consideration:

e Rights to genetic resources as a consequence of property rights to the organism where they
are found

e Access to and exchange of genetic resources
e Intellectual Property Rights covering living organisms that are related to the transfer of
genetic resources

Chapter 4.7 addresses challenges for the Nordic countries in dealing with access legislation of

other countries. Thus it addresses various means to promote compliance with the legislation of
other countries.
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e the negotiation within the framework of the CBD, bearing in mind the Bonn Guidelines, of
an international regime to promote and safeguard the fair and equitable sharing of benefits
arising out from the utilization of genetic resources.’’

The Ad Hoc Open-ended Working Group on Access and Benefit-sharing under the CBD will
hold its second meeting in December 2003. It will mainly deal with the follow-up to the Bonn
Guidelines, including the question of how to support compliance with the requirements for
prior informed consent and the mutually agreed terms for access to the genetic resources. It
will also address the question on how to deal with the WSSD decisions to start negotiations on
an international regime on benefit sharing. The meeting will report to the CBD COP-7 in
2004.

The COP-6 addressed the role of intellectual property rights in access and benefit-sharing
arrangements. It invited Parties and Governments to encourage the disclosure of the country of
origin of genetic resources and of related traditional knowledge, innovations and practices
relevant to the conservation and sustainable use of biological diversity in applications for
intellectual property rights. This also applies when the subject matter of the application
concerns or makes use of genetic resources and/or traditional knowledge in its development. It
was also recognised that further work is needed to assess the implications and efficacy of such
measures. WIPO and other relevant international organisations have been invited to assist in
this work.

The TRIPS-agreement and the EU Patent Directive specifies that the main rule under
intellectual property regimes is that patents are applicable for all fields of innovation.

Relevant domestic legislation

The Nordic countries have not implemented any relevant domestic legislation regulating
access to genetic resources. Denmark and Sweden have officially declared that for the time
being, they does not intend to require prior informed consent for access to genetic resources.

Objectives

The Nordic countries have traditionally been strong proponents of the access and benefit
sharing of the CBD, and should actively work towards its implementation. The two
components are important in different ways. To facilitate access to wild genetic resources is
important for further use of the potential of genetic resources in research, breeding,
pharmaceutical and biotechnological industry as well as other commercial activities. Benefit
sharing resulting from the use of genetic resources is important to create incentives for the
conservation and sustainable use of biological diversity.

4.6.2 Legal Status of the Genetic Resources of Wild Organisms

Genetic resources of wild-living organisms are a rather diverse group. Therefore, it is
necessary to approach this issue by dealing with different groups of organisms separately. A
general feature is the need for a predictable legal situation. This has been emphasised as
important to promote facilitated access to genetic resources. The legal status of wild genetic
resources has not been determined in any of the Nordic countries. The Nordic countries need
to further investigate this topic. The Project Group recognises the need for a predictable legal

" WSSD Plan of Implementaion paragraph 44(n)
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situation in order to promote sustainable use of wild genetic resources. A predictable legal
status could also facilitate any future needs to regulate access to such resources.

Conclusion

The Project Group recommends the Nordic countries to determine the legal status of the wild
genetic resources and by this establish a legal basis for possible regulation of access to wild
genetic resources in the future.

4.6.3 Access and Benefit Sharing

Presentation of the Issue

The access and benefit-sharing regime of the CBD will only function after being implemented
at the national level through legislation and setting up of institutions. A large number of
countries, especially developing countries, have already taken such steps and others are in the
process of doing so. Many more are likely to follow as a consequence of the newly adopted
Bonn guidelines. The first generation of access and benefit sharing legislation has given rise to
debate. From the perspective of the users the following concerns have been raised:

e Lack of information on conditions for access and which institution is responsible for
granting access

e Too extensive processes, among both various official authorities and among civil society

e Lack of overview of the relevant stakeholders for concluding agreements on transfer of
genetic resources

e Problems of keeping information confidential

e Negotiations with particular local interests may be time consuming®’

From the providing countries the concerns have included:

Lack of institutional capacity

Lack of negotiating and contractual skills

Lack of information on the market structure for and values of the genetic resources
Unapproved use of genetic resources in academia and ex situ collections

Lack of confidence in existing intellectual property rights regimes to support the
implementation of the CBD objectives

These concerns must be taken into account when discussing whether to regulate access to
genetic resources. Many developed countries are not likely to regulate access to genetic
resources of their countries, but the picture is unclear since only a few have so far made
official declarations of this intent. Such declarations should be done to create legal clarity for
users of genetic resources.

Options for Prior Informed Consent

If a country is discussing whether to regulate access to genetic resources, it can take into
account that prior informed consent can be organised at three levels of law:

% ten Kate and Laird 1999, page 30.
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Alternative A: Through individual agreements between the providing country and the entity
using the genetic resources, depending on the access legislation of the
providing country;

Alternative B: Through bilateral agreements between one providing country and one user
country; through bilateral agreement between one providing country and a
group of user countries (for example the European Union); and through
bilateral agreements between a group of providing countries (for example a
regional co-operation) and one or several user countries. This approach can be
highly relevant where the authorities of one country know that there will be a
lot of bioprospecting activities from several different universities and
companies in one particular country, it might be cost-effective for both sides to
negotiate and conclude a bilateral prior informed consent;

Alternative C: Through a multilateral agreement where several countries are both user country
and providing country (for example the IT-PGRFA be seen as such a
multilateral prior informed consent for a defined list of genetic resources.)

Information about Use of Genetic Resources

A non-bureaucratic manner to oversee transfer of genetic resources can be to require
registration of export and import of wild genetic resources. Such a registration system can be
set up to achieve and accumulate information about the magnitude of transfers and what kind
of genetic resources that are exchanged. Such information can also be useful as a tool for
ensuring conservation and sustainable use of biological diversity. It might also promote use of
genetic resources rather than functioning as a tool of control and thus restrict access. The EU
already requires registration of the cross-boarder exchange of forest tree genetic resources.
Therefore, it can be useful to look into whether this form for registration can be used in respect
of transfer of genetic resources in wild living organisms form one country to another. Such
registration can be done at a focal point for genetic resources. The focal point can function as a
service entity, providing information relevant for the users of genetic resources and thereby
promoting access to genetic resources.

Discussion of Access Legislation

In this section, the Project Group discusses reasons for regulating access to genetic resources
and requiring benefit sharing resulting from the use of them. The following viewpoints have
been discussed in the Project Group:

e To leave access to genetic resources unregulated promotes free and open access, since
everyone can search for and use interesting and useful material,

e The implementation of access legislation will typically require administration and
financing. Given that the interest in looking for genetic resources in the Nordic countries
may be rather limited, the costs for setting up such a system may not be worthwhile;

e All potential access legislation might lead to the development of bureaucratic procedures.
Such procedures may hinder not only prospecting for commercial purposes but also hinder
academic research;

e An argument in favour of regulating access to genetic resources is that the country can
obtain a fair and equitable share of the commercial benefits that may arise from utilization
of their genetic resources;
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e On the other hand, the potential for substantial monetary benefits to be shared might be
marginal;

e To establish a focal point can promote cooperation with other countries and thus provide
for worldwide contacts for Nordic users of genetic resources;

o Establishing legislation and a common right of access to genetic resources can ensure
access to the genetic resources for commercial as well as non-commercial research in the
future, and thereby creating both public and private profit;

e By requiring prior informed consent, the providing country can establish a legal
framework for the purpose of ensuring that the uses of genetic resources are
environmentally sound, and thereby promote conservation of genetic diversity;

e To establish a counterpart in relation to the individualisation of rights over genetic
resources (as for example to control that patents are not interfering with state of the art and
to ensure that the patent claims do not cover more than the protected inventive step).

The Nordic countries are committed to the successful implementation of the CBD access and
benefit-sharing regime. Thus, one element is to facilitate of access to wild genetic resources.
As Parties to the CBD the Nordic countries are obliged to create conditions to facilitate access
to genetic resources for environmentally sound uses by other Parties in accordance with
Article 15, paragraph 2. This however does not imply an obligation to establish a prior
informed consent-procedure.

If the Nordic countries would require benefit sharing, this would have required a regulatory
system in the Nordic countries, enabling them to control access to the resources.

The Project Group has in its discussions emphasised probable financial and administrative
consequences from a regulatory system. This should be balanced against the possibilities of
receiving sufficient benefits from such access legislation. Although the potential value of
genetic resources in the Nordic countries is difficult to predict, and the need for regulation
may differ for different types of genetic resources, the Project Group believes that the
potential benefits is not likely to make up for the administrative burden. In certain areas of
some of the countries this might be different. Thus, the countries might consider this issue
differently. The main conclusion from the Project Group is however that, for the time being, it
has not found sufficiently convincing reasons to suggest regulating access to wild genetic
resources. A less burdensome approach is to establish some kind of a register for access to
genetic resources to acquire information about access to genetic resources.

Conclusions

The Project Group does not. for the time being, find sufficiently convincing reasons to suggest
regulating access to wild genetic resources, but recognises that there might be domestic
variations in the view on this issue.

The Project Group recommends the Nordic countries to consider establishing a simple system
of registering the collection of genetic resources in order gain better knowledge of the demand
and value of genetic resources.
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4.7 The Access Legislation of other Parties
4.7.1 Framework Conditions

Presenting the Issue

All countries are both providers and users of genetic resources. The Project Group has so far
focused on the Nordic countries as providers of genetic resources. In this chapter the scope
changes so as to treat the Nordic countries as users of genetic resources from other countries.

Discussions on access legislation deal mainly with regulation of access to genetic resources in
the providing countries. Developing countries have insisted that compliance with the
regulation of access to genetic resources in the providing countries is an issue that should be
addressed by the COP of the CBD. From the view of all donor countries, and for developing
countries in particular, it is of crucial interest that other Parties to the CBD ensure that their
entities comply with access legislation.

From a user country perspective genetic resources from outside its borders will typically come
from one of four main sources:

e Genetic resources under the jurisdiction of another country, and possibly subject to prior
informed consent according to CBD article 15;

e Genetic resources covered by the scope of the Multilateral System of the IT-PGRFA;

e The genetic resources found in ex sifu collections from the time before the CBD entered
into force;

e Genetic resources found outside the sovereign rights of other countries, for example in
oceans beyond the territorial waters. CBD will in the near future deal with the issue of
genetic resources in the deep sea-bed.

These four groups of genetic resources raise particular issues. A providing country has a
legitimate right to enforce its access policies. It is in the interest of a gene bank or ex situ
collection that the user of the genetic resources complies with the terms of their MTA.

Problems and Challenges

From a donor country perspective there are two distinct situations: (1) where the genetic
resources and associated knowledge are collected illegally;®' and (2) where there exists an
agreement with or permission from the right holder or relevant authority in the source country.

In the second case, non-compliance with the terms is a breach of contract. In international
private law there exists international mechanisms for enforcing a private law agreement under
the jurisdiction of another country. In the first situation, the bio-piracy will probably be
regarded as a criminal offence. The international mechanisms for investigating and
prosecuting such a criminal act are less developed than those of private legal measures.
Therefore, it will not be an easy task for the providing country to exercise its rights based on a
criminal charge. The burden of proof is also different in the two situations: To be found guilty
in a criminal charge the court has to find it proved beyond reasonable doubt that the crime was
committed; whereas a breach of contract requires that it is proved to be more likely than the

1 The term “biopiracy* is defined as a legal term in the Mesoamerican Agreement on Access to Genetic Resources, Biochemicals and
traditional Knowledge article 2 subsection 5, and is defined as “Extraccion y/o uso de material biodgico con fines de acceso a los recursos
genéticos o bioquimicos que contiene, realizada sin la obtencién de la autorizacién de acceso correspondiente otorgada por la autoridad
competente.
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other alternative. Thus, to pursue bio-piracy as a criminal offence will probably not be
efficient from the perspective of the providing country.

Several developing countries also mistrust the practice of certain patent offices and their
practice regarding patent terms. This mistrust, true or false, is based on granted patents that are
said to have appropriated genes or biological resources that have previously been well known
and used. Those resources should according to the patent terms have been considered as prior
art or as the property of the previous users. Therefore, one objective of this chapter is to
discuss how a legal system enforcing compliance with the access legislation of the providing
country is important to prevent misappropriation and the following mistrust

Several developing countries lack the technical and legal capacity to apply suitable legal
regimes and to enforce their rights. Also, developing countries will typically not have the
resources to monitor all relevant granted patents to prevent their prior art to be included under
a patent claim.

Bio-piracy can thus be a problem for user countries since it might build mistrust and may lead
to restricted access to genetic resources. Consequently, research possibilities may be reduced.
One inherent problem of regulating access is to identify the right “country of origin* as is the
term used in the CBD.*? The main reason for this is the historically extensive exchange of
genetic resources throughout the world.

The main challenge of this chapter of the Report can be formulated as: Whether or not, and if
so, how the Nordic countries should implement legal and other means to ensure that entities
under their jurisdiction behave according to the legal provisions for access to these genetic
resources.

Objectives
The specific objectives can be described as:

e To promote the short- and long-term access to and use of genetic resources from other
countries;

e To contribute to the conservation of genetic resources;

e To promote a fair and equitable benefit sharing and sustainable use of genetic resources in
accordance with the CBD and IT-PGRFA;

e To establish a legal framework for the use of genetic resources that builds trust and
reduces the potential for misuse and misappropriation of genetic resources.

Identification of stakeholders

The counterpart in the providing country can be for example: the government, a local
representative, institutions, indigenous peoples and local groups, private persons and
enterprises or an ex situ collection and stakeholders in user countries.

Relevant international agreements

According to CBD article 15 paragraph 2, the Parties commit themselves “...not to impose
restrictions that run counter to the objectives of this Convention.* The wording does not by its
terms require a country to implement such legislation. According to CBD article 15 paragraph
7 the Parties:

82 CBD article 15. See the discussion of this in chapter 2.1.2 above.
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“...shall take legislative, administrative or policy measures, as appropriate, and in
accordance with Article 16 and 19 and, where necessary, through the financial
mechanisms established by Articles 20 and 21 with the aim of sharing in a fair and
equitable way the benefits arising from the commercial and other utilisation of genetic
resources

According to this obligation countries shall “take legislative, administrative or policy
measures, as appropriate to ensure compliance with access legislation of other countries.
This was further emphasised by the COP 5 in Nairobi that recommended:

“Countries that are receivers of genetic resources are encouraged to establish legal
and other measures that are supporting countries providing genetic resources, for the
purpose of ensuring that the management of them is accordance with CBD article 15
and 16.“

Even though this recommendation is not legally binding according to the principles of
international law, it emphasises the need for countries to take legislative, administrative or
policy measures to ensure compliance. The wording is using the terms “as appropriate®,
implies that the legally binding obligation is not very severe.

In spite of the uncertainty in strict legal terms, it cannot be denied that it would be an act of
good faith and in support of implementing the CBD to apply measures with the aim to assist
the enforcement of access regulation in countries providing genetic resources.

The Bonn Guidelines were developed and negotiated partly following an initiative of
developing countries. Chapter V. Other Provisions addresses issues related to enforcement of
access legislation of another country:

B. Accountability in implementing access and benefit-sharing arrangements
52. Parties should endeavour to establish mechanisms to promote accountability by all
stakeholders involved in access and benefit-sharing arrangements.
53. To promote accountability, Parties may consider establishing requirements regarding:
Reporting; and Disclosure of information.

54. The individual collector or institution on whose behalf the collector is operating should,
where appropriate, be responsible and accountable for the compliance of the collector.

C. National monitoring and reporting

55.Depending on the terms of access and benefit-sharing, national monitoring may include:
Whether the use of genetic resources is in compliance with the terms of access and benefit-
sharing; Research and development process; Applications for intellectual property rights
relating to the material supplied.

56.The involvement of relevant stakeholders, in particular, indigenous and local communities,
in the various stages of development and implementation of access and benefit-sharing
arrangements can play an important role in facilitating the monitoring of compliance.

D. Means for verification
57. Voluntary verification mechanisms could be developed at the national level to ensure
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compliance with the access and benefit-sharing provisions of the Convention on
Biological Diversity and national legal instruments of the country of origin providing the
genetic resources.

58. A system of voluntary certification could serve as a means to verify the transparency of
the process of access and benefit-sharing. Such a system could certify that the access and
benefit-sharing provisions of the Convention on Biological Diversity have been complied
with.

E. Settlement of disputes

59. As most obligations arising under mutually agreed arrangements will be between
providers and users, disputes arising in these arrangements should be solved in
accordance with the relevant contractual arrangements on access and benefit-sharing
and the applicable law and practices.

60. In cases where the access and benefit-sharing agreements consistent with the Convention
on Biological Diversity and national legal instruments of the country of origin of genetic
resources have not been complied with, the use of sanctions could be considered, such as
penalty fees set out in contractual agreements. “

A decision by the sixth COP of the CBD has referred the further development of these issues
to the next meeting of the Open-Ended Working Group on Access and Benefit Sharing.

The Intergovernmental Committee (IGC) under WIPO discusses this issue in their paper
WIPO/GRTKEF/IC/4/11, and will continue to discuss this topic at its next meeting.

The IT-PGRFA article 12.5 provides that:

“Contracting Parties shall ensure that an opportunity to seek resources is available,
consistent with applicable jurisdictional requirements, under their legal systems, in
case of contractual disputes arising under such MTAs, recognizing that obligations
arising under such MTAs rest exclusively with the parties to those MTAs. *

This is an obligation to establish legal mechanisms for dispute resolution that are available for
the parties to the MTAs in all member countries to the treaty.

The EU Directive, preamble subsection 27 expresses that:

“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; “

The disclosure of origin is only addressed in the preambular text and not in the legally binding
text of the Directive. Thus, the EU Patent Directive does not require Member States to impose
such requirements as a condition for granting a patent. The EU has in the TRIPS-Council
expressed willingness to discuss the inclusion of similar text in the context of the TRIPS-
Agreement.83

8 Communication by the European Communities and their Member States to the TRIPS-Council on the Review of the Article 27.3 (b) of the
TRIPS-agreement and the relationship between the TRIPS-agreement and the Convention on Biological Diversity (CBD) and the Protection
of Traditional Knowledge and Folklore.
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Relevant domestic legislation

Denmark has, as mentioned under 3.2, implemented the EU Patent Directive by a Statutory
Order to the Patent Act. The text of this Statutory Order is quoted above in 3.2.

In Norway a Governmental Working-Group that has considered the implementation of the EU
Patent Directive, has come up with suggested recommendations on mechanisms for
compliance with access legislation of other countries.* The Parliament Bill regarding the
implementation of the EU Patent Directive addresses this topic, without any specific
suggestions.”” The ongoing working group, the so-called Biomangfoldlovutvalget, which has
as one of its main tasks to provide suggestions for the implementation of the CBD in domestic
legislation, can be expected to address this topic.

Sweden considers to implement a new § 5 a in a Statutory Order.

“If an invention concerns biological material from plants or animals, or if such
material is part of the invention, the patent application shall provide information on
the geographical origin, if this is known. The lack of information about the
geographical origin or the lack of knowledge about it, shall not have any legal effects
on the vg(lsidily of the patent application or the rights that follows from a granted
patent.

In Finland and Iceland there is no relevant legislation.

4.7.2 Measures for the Regulation of Ensuring Compliance with Access Legislation

The following section outlines some suggestions for measures discussed by the Project Group.
The suggestions are not exhaustive and not mutually exclusive.

Measure A:  Regulation of Import of Genetic Resources;

Measure B:  Registration of the Use of Genetic Resources;

Measure C: A Condition for Being Granted an Intellectual Property Rights;
Measure D:  Not Conditional for Being Granted an Intellectual Property Rights;
Measure E:  Certification;

Measure F:  No Regulation of the Issue;

Measure G:  Possibility of Enforcement;

Measure H:  Access to courts and administrative dispute resolution mechanisms;
Measure I:  Information.

Measure A — Regulation of Import of Genetic Resources

One measure that has been suggested to enforce access legislation has been to control the
prior informed consent or the material transfer agreement at the border of either the providing
or user country. Because of the character of genetic resources, the fact that only very small
quantities of biological material is needed to explore and exploit the resource, makes such

8 The Report of the Governmental Working-Group.
8 Proposition to the Storting nr. 43 (2002-2003).
8 Unauthorised translation from Swedish for the purpose of this Report.

&3



enforcement of the legislation unrealistic. Therefore, this approach to control access is not
practical.

Measure B — Registration of the Use of Genetic Resources

There is a possibility to require registration for all uses of genetic resources, as a measure to
control that the user complies with the regulation of the source country. Registration of all use
of genetic resources is however not practically feasible due to the large volume of genetic
material being used.

Measure C — A Condition for Being Granted Intellectual Property Rights

In principle one could impose as a requirement for being granted an intellectual property right
that the biological material has been acquired legally, e.g that the patentee provides
documentation of the legality of the acquisition of the biological material. To add such an
additional condition for being granted intellectual property protection is generally being
perceived as not being in conformity with the TRIPS-agreement, the UPOV 91 Convention
and the EU Patent Directive. Therefore, to impose such a condition is rather a theoretical
option in the light of the current legal situation. Several NG Os along with certain developing
countries emphasises that this alternative would ensure access legislation for all cases where
IPR protection is sought.

Measure D — Not Conditional for Being Granted an Intellectual Property Rights

A country can follow the example of the Danish decree and the Swedish proposal, by
requiring disclosure of origin of genetic resources in the application for intellectual property
rights. The absence of information can be followed by other sanctions, such as a penalty or
requiring a higher patent fee. Such a requirement can be imposed without making it a
condition for granting the patent. This alternative will give a clear indication that the country
supports the principles embedded in the CBD: the sovereign rights to genetic resources and the
right of a country to regulate access to the resources. It will probably also build trust among
countries and therefore promote facilitated access to genetic resources in the future. This also
will provide for a legal basis to balance the rights of the providing and the user of the genetic
resources. This alternative can be a useful means to trace compliance with the access
legislation of the providing countries and the conditions for prior informed consent.

The Project Group therefore supports this approach.

Measure E — Certification

Switzerland has launched the idea of a certification system for biosprospecting activities in
which compliance with user country legislation will be a parameter for a certificate. For an in-
depth analysis of this issue, see Towards a Certification System for Bioprospecting
Activities.®” The Swiss proposal first discusses potential ways to organise a Certification
System. The proposal entails that certificates can be issued at three levels: local, national and
at regional level based on cooperation between neighbouring states. It draws upon the
experiences from other certification systems, and discusses how elements from these systems
can be used for classifying exchange of genetic resources. It recommends that if a global
system is envisaged, it should be set up in cooperation with the CBD.

8 Glowka 2001.
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The idea of a certification system is very much based on using market-mechanisms. Thus, this
approach presupposes that there exists a commercial market for genetic resources. The total
value of such a market is however uncertain.®

The Swiss proposal assesses the feasibility of a system of certifying bioprospecting
activities.*” It first points at the variety of types of transactions involving genetic resources,
and that this will imply a challenge to a system. The proposal points at four major factors that
must be taken into account:

1. The possible scale of the system;

2. The costs and the supporting funds;

3. The stakeholders that would participate in the system;
4. The relationship to other certification systems.

The proposal does not conclude by recommending or rejecting the idea of a certification
system, but points to the need for further studies before conclusions of the feasibility of a
certification system can be drawn. The Project Group supports further work to develop the
idea.

Measure F: No Regulation of the Issue

One alternative is that the Nordic countries do not address this topic at all. However, the
international pressure and the legitimate interest that access legislation should be complied
with are strong arguments against this approach. Also, this would increase the international
distrust regarding access and rights to genetic resources that would lead in the wrong
direction. The Project Group therefore warns against such an approach to the issue.

Measure G: Possibility of Enforcement

The parties to an agreement on access have a reciprocal need for mechanisms to enforce the
agreement. A means to enforce such agreements is to provide for efficient possibilities for the
parties to use the legal system of the other country for these purposes. The Project Group
consider this as a necessary approach and suggests that the countries further investigate how
this can be achieved in their domestic legislation.

Measure H: Access to Courts and Administrative Dispute Resolution Mechanisms

To provide for access to courts and to administrative dispute resolution mechanisms can be a
means to promote the access legislation of the provider country. This is closely related to
measure G, and the Project Group therefore suggests that countries look into these topics in
relation.

Measure I: Information

Sufficient information for all stakeholders and participants is a basic requirement of a well-
functioning market. Information is a tool to achieve a well-functioning market. Thus, there is a
need for proper information to all relevant users and providers of genetic resources on existing
international legal frameworks as well as domestic legislation in this field; and that each
participant must adhere to them. The Project Group recognises that there is a lack of such

8 For a profound analysis of this topic, see ten Kate and Laird 1999.
¥ Glowka 2001 page 41-62.
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information in the Nordic countries, and therefore suggests that the Nordic countries take
appropriate action to make relevant information available by the relevant authorities. The
Project Group suggests that this might be a task for the Nordic Genetic Resource Council.

Suggestions from the Project Group

One reason for regulating this topic might be to emphasize conservation of biological
diversity, fair and equitable benefit sharing and sustainable use of genetic resources in
accordance with the CBD. Biotopes have typically economic value when used in commercial
activities, for example forests can be exploited for timber, soil for agriculture, land for
prospecting for oil or minerals. Even if the economic value of genetic resources per se cannot
finance all conservation efforts, one reason behind the CBD was to establish an understanding
of the value — also the economic value — of the biological diversity in i.e. non-timber use.
Enforcing compliance with access legislation in other countries promotes this incentive.

The alternatives spelled out above are not mutually exclusive and one country might therefore
choose to implement one or several of them.

Conclusion

The Project Group emphasises the need for building trust. The Project Group suggests that the
Nordic countries implement and follow-up the Bonn guidelines to promote mutual trust. The
Project Group presupposes that the CBD will follow up this issue. The Project Group
emphasises that the relevant actors must take this issue seriously. The Project Group
emphasises the need for information to users, both academic and commercial actors, about
these regulations. Information can be a common Nordic project initiated by the Nordic Genetic
Resources Council.
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5 Conclusions and Recommendations

This chapter reflects the recommendations of chapter 4. The discussions in chapters 1-3 form
the basis for these recommendations and will only be referred to when necessary.

5.1 The Nordic Gene Bank

The International Treaty on Plant Genetic Resources for Food and Agriculture represents the
most important future legal framework for the Nordic Gene Bank. The Project Group
acknowledges that a major aim for the Nordic Gene Bank is to ensure facilitated access and
exchange of all its plant genetic resources for conservation, research and development
purposes.

5.1.1 Clarifying the Legal Status

The Project Group recognises a need for clarifying the legal status of the plant genetic
resources in the Nordic Gene Bank. The Project Group believes that an ambiguous legal status
may cause uncertainty for the recipients of the material and will not facilitate the use of these
plant genetic resources.

The Project Group recommends that:

e The Nordic Council of Ministers should be invited to declare that all the accessions of the
Nordic Gene Bank, except for security collections held by the NGB of other gene banks,
are under common Nordic management and control and in the public domain.

e The respective Nordic governments should confirm this decision nationally and declare
that the accessions of the Nordic Gene Bank are in the public domain and under the
common Nordic management and control.

e The Board of the Nordic Gene Bank should thereafter implement the decision.

5.1.2 Terms for Access and benefit sharing

The material of the Nordic Gene Bank is available according to the terms set out in the
Material Transfer Agreement (MTA) of the Nordic Gene Bank. This agreement will soon have
to be revised. About 90 % of the accessions of the Gene Bank will fall under the scope of the
Multilateral System of the International Treaty on Plant Genetic Resources for Food and
Agriculture. The facilitated access to these accessions will be according to the terms of access
and benefit sharing of the International Treaty, upon its entry into force and subsequent
implementation.

The Project Group emphasises the need for a simple and non-bureaucratic system that ensures
facilitated access to all plant genetic resources in the Nordic Gene Bank and for all bona fide
purposes.
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The Project Group therefore recommends that:

e The Nordic Gene Bank should provide access to all its accessions according to the terms
of the same MTA, regardless of whether they are covered by the scope of Multilateral
System of the International Treaty or not.

e Access should be facilitated to all its accessions for all purposes, not only for use in the
field of food and agriculture.

e The Nordic Gene Bank should not claim any monetary benefits, but promote benefit
sharing within the Multilateral System. The Nordic Gene Bank should make it clear upon
receiving the plant genetic resources that these will form part of the common public
domain, and made available under the Multilateral System.

e The Board of the Nordic Gene Bank should consider the use of the provisional MTA of the
International Agricultural Research Centres until the standard MTA enters into force.

5.2 Domesticated Plant genetic resources in the Nordic Countries

These resources include plant genetic resources in the Nordic Countries of the same plant
species as the mandated species of the Nordic Gene Bank. The Project Group emphasizes the
need to ensure that all these plant genetic resources are made available for conservation
purposes e.g. in NGB, and for information, research, breeding, and development purposes.

5.2.1 Legal status

Plant genetic resources which are privately owned or subject to intellectual property rights will
not be automatically included in the Multilateral System, even when these resources are
covered by its scope. The Project Group has not been able to investigate relevant national law
in the Nordic countries to this respect but stresses the importance of determining the legal
status of the plant genetic resources. In order to ensure sustainable utilization of genetic
resources there is a need to establish transparent and predictable conditions both for the users
and providers of such resources.

The Project Group underlines the importance of such a clarification as a prerequisite for
possible future regulations of access to such resources, even in countries that currently have no
plans for such regulations.

The Project Group therefore recommends that the Nordic countries:

Investigate the need for determining the legal status of their plant genetic resources and
consider the following possible options:

e To declare that the rights to use genetic resources follows the rights to access the
biological material. (This alternative can be characterised as a non-exclusive right to use

the genetic resources.);

e To specify that rights to biological resources include rights to restrict others from utilizing
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their genetic resources except on terms mutually agreed upon in private contractual
agreements;

e To specify that rights to genetic resources are separate from ownership over biological
resources and that such rights can only be exercised through the use of intellectual
property rights. This entails that in case access to genetic resources remains unregulated,
the holders of biological resources can not exercise any control over genetic resources.

5.2.2 Terms for Access and Benefit Sharing

The implementation of a standard MTA for access to the species covered by the Multilateral
System of the International Treaty will ensure a smooth exchange of the plant material
between the Nordic countries, as well as between the Nordic countries and the Nordic Gene
Bank. It would be practical if the same terms for facilitated access were applied also to the
other mandated species of the NGB. This argument can also be put forward as a reason for not
imposing any restrictions on the access at all, or at least not to impose more severe restrictions
on the access than the NGB does for the same material. Using the same MTA will also create
a transparent Nordic system and the transaction costs may well be lower. However, if one or
more of the Nordic countries were to decide to implement more restricted access regimes to
such plant genetic resources difficulties for the Nordic cooperation on these crops, both for
collection activities as well as for the utilization of the genetic resources, may arise.

Also, bearing in mind that the Nordic countries were strong advocates for a system whereby
the Multilateral System would cover all the crops, the Project Group recommends that the
Nordic countries:

e Ensure that the coverage of the Multilateral System be as broad as possible, while
respecting private property rights;

e Handle access to all plant genetic resources in the same manner.

5.3 Animal Genetic Resources for food and agriculture

It is important to take into account the different breeding methods for plants and animals when
addressing policy and legislative measures for these two categories. The breeding of animals
for production also has the purpose of genetic improvement, i.e. constitutes a step in a
breeding program. Variation within the productive population is therefore of crucial
importance for the progress that may be achieved. Exchange of genetic resources is valued as
important for increasing the genetic variation in plants. In animals, however, introduction of
high yielding homogenous breeds, at the expense of lower yielding breeds of higher genetic
variations, will in the end represent a threat to the overall genetic variation.

5.3.1 Legal status

Exchange of animal genetic resources is usually regulated by private contractual agreements.
Such contracts may also include limitation for the use of the off-spring. This is, however, a
very regulated area, and currently there seem to be no need for further clarification of the legal
status.

89



The Project Group has:

e Not identified any current needs for countries to change the present legal status of animal
genetic resources.

5.3.2 Access and benefit sharing

There is no internationally negotiated standard MTA for access to animal genetic resources.
The MTAs that are used are private contractual agreements, which seem to function well.

The Project Group:

e Has not found convincing reasons to suggest regulations regarding the exchange of animal
genetic resources

e Recommends that the Nordic countries take appropriate measures to stimulate sustainable
management of animal genetic resources

5.4 Forest Trees Genetic Resources

Forest trees are characterised by a long rotation period and exceptional reproductive capacity.
The trees might be regarded as semi-cultivated and only a few species have high commercial
value. In forest tree breeding it is common to make a selection amongst individual trees.
Selected trees are then used for seed production or multiplied as clones.

5.4.1 Legal status

In most of the Nordic countries the forest trees genetic resources are mainly found on private
property while the breeding and cultivation activities are conducted by governmental or non-
commercial organisations. The public has, in Finland, Norway and Sweden a right to public
access to private land. Such rights do also to some extent include rights to collect cones and
other plant material that could be suitable for breeding and multiplication of trees. There
seems to be, however, a trend towards the forest owners claiming commercial benefits from
trees on their properties that have been successful in a breeding program and subsequently
gives rise to forest trees of improved productivity. Such claims, however, may form obstacles
to the breeding activities and create uncertainty and low predictability for the breeders, a
situation which in the long run might be a drawback for the forest owners. The Project Groups
recognises the need to determine the rights of breeders of access to forest tree genetic
resources.

The Project Group recommends that the Nordic countries:

e Determine the legal status of their forest tree genetic resources

5.4.2 Access and benefit sharing

The Project Group identifies the need to ensure free and open exchange of forest tree genetic
resources in the future. Increased use of different contractual agreements would increase
bureaucracy and may create an obstacle to the future development of forest tree genetic
resources. The long rotation period of trees and the low commercial profit from the sale of

90



seeds also indicate that it currently may be difficult to introduce regulations of access and
benefit sharing to forest tree genetic resources.

The Project Group concludes that:

e There are no convincing reasons to suggest regulations regarding the exchange of forest
trees genetic resources

5.5 Wild genetic resources

Wild genetic resources include wild growing plants, except the wild relatives of the species
covered by the IT-PGRFA Annex I, wild animals, most marine species and micro-organisms.

5.5.1 Legal status

The legal status of wild genetic resources has not been determined in any of the Nordic
countries.

The Convention on Biological Diversity specifies the sovereign rights to genetic resources as a
right for the countries to require giving their prior informed consent (pic) before having access
to genetic resources. The CBD specifies that this is an optional right of the countries, “unless
otherwise determined”. The Nordic countries have not implemented any relevant domestic
legislation regulating access to genetic resources. Denmark and Sweden have officially
determined that for the time being, they do not intend to require a prior informed consent.

The Project Group recognises the need for a predictable legal situation in order to promote
sustainable use of wild genetic resources. A predictable legal status could also facilitate any
future needs to regulate access to such resources.

The Project Group recommends that the Nordic countries:

e Determine the legal status of the wild genetic resources and by this establish the legal basis
for possible regulation of access to wild genetic resources in the future;

5.5.2 Access and benefit sharing

The Project Group believes that the Nordic countries should facilitate access also to wild
genetic resources to the extent possible in accordance with article 15 paragraph 2 of the CBD.
Free access to genetic resources may facilitate any inventions and development made on the
basis of such resources.

With regard to a prior informed consent procedure to control access to genetic resources and
trigger benefit sharing from the use, the Project Group holds the view that the potential
benefits can hardly make up for the administrative burden of creating such a regulatory
system, although future benefits are difficult to predict and the situation may differ for
different types of genetic resources.

Therefore the Project Group does not, for the time being, find sufficiently convincing reasons
to suggest regulating access to wild genetic resources. It does, however, recognise that
national views on this matter may differ. Some members of the group, however, would not
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exclude future possibilities of regulating access to i.e. certain groups of genetic resources or to
genetic resources located in specific areas.

Circumstances in the future that may lead to a different conclusion should be based on better
knowledge of the potential value of wild genetic resources, and further development of
exclusive private rights to genetic resources through patents and other forms of intellectual
property rights.

The Project Group recommends that the Nordic countries:

e Consider the establishment of a simple system of reporting to the competent authority on
the collection of wild genetic resources. This kind of information would lead to a better
understanding of the demand and value of wild genetic resources.

5.6 The access legislation of other Parties

Discussions on access legislation have mainly focused on regulations in the providing
countries. Developing countries are increasingly insistent that the issue of how user countries
(typically developed countries) ensure compliance with access regulation in the providing
countries should be on the CBD agenda, and the newly adopted Bonn Guidelines on access to
genetic resources and the fair and equitable sharing of the benefits arising from their utilisation
also include this aspect.

Regardless of whether measures in user countries are required in strict legal terms according to
the CBD, the Project group considers the application of measures with the aim of assisting the
enforcement of access regulation in the providing countries as an act of good faith, trust
building and support for the CBD objectives. The Project Group therefore suggests that the
Nordic countries follow up on the Bonn Guidelines and take action in this field. The Project
Group has discussed the following not mutually exclusive measures:

e Regulation of import of genetic resources

e Regulation and record keeping on the use of genetic resources

e Requirement for disclosure of origin of genetic resources in IPR applications as a
condition for IPR

e Requirement for disclosure of origin of genetic resources in IPR applications but not as a
condition for granting IPR (as already enacted by Denmark and under consideration in
Sweden and Norway)

e Certification

e Possibility of Enforcement

e Access to courts and administrative dispute resolution mechanisms

e Information to potential users of genetic resources on the CBD access and benefit sharing
requirements

The Project Group believes that there is lack of knowledge and consciousness among users of
genetic resources on their obligations to comply with access and benefit sharing requirements.
This latter measure is believed to be an important first step for complying with the access
legislation of other Parties. The development of relevant information strategy could be a
common Nordic Project initiated by the Nordic Genetic Resource Council.
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o Decision VI/24

This Agreement, made and entered into on 09 February 2004 between the Nordic Gene Bank,
(hereinafter denoted "NGB”), P O Box 41, SE-230 53 Alnarp, Sweden, and

(hereinafter denoted “the Recipient”, acknowledges that NGB and the Recipient, relating to seed
sample of

| (crop or species) |

with the quantity of

| (grams or distribution bags)

hereinafter called ’the Material”,

hereby agree that the Material shall only be used for

| research / trial / plant breeding / training / demonstration

(please exclude what does not apply), in accordance with the conditions below.
¢ NGB shall make available to the Recipient, the quantities of the Material specified above.

¢ the Recipient shall only use the Material for the purposes stated above.

¢ the Recipient shall not distribute the Material to third party.

¢ the Recipient shall provide to NGB any information and results relating to trials assessments and
experiments carried out by the Recipient on the Material for inclusion in the NGB's genetic re-

sources database and thereby be available to other users.

¢ the Recipient shall send copies of publications or patent reference number citing use of the Material
to NGB.

¢ the Recipient shall indemnify NGB against any claims arising out of the use of the Material.

¢ the Recipient shall defray the expenses for phytosanitary declaration, if requested.
This agreement has been issued in duplicate of which each party has one copy.

Recipient’s signature NGB's signature
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DRAFT REVISED MATERIAL TRANSFER AGREEMENT
FOR PLANT GENETIC RESOURCES HELD IN TRUST
BY THE [CENTRE]”

The plant genetic resources (hereinafter referred to as the “material””) contained herein are being
furnished by the [Centre] under the following conditions:

The [Centre] is making the material described in the attached list available as part of its policy of
maximizing the utilization of material for research, breeding and training. The material was either
developed by the [Centre]; or was acquired prior to the entry into force of the Convention on
Biological Diversity; or if it was acquired after the entering into force of the Convention on
Biological Diversity, it was obtained with the understanding that it could be made available for
any agricultural research, breeding and training purposes under the terms and conditions set out in
the agreement between the [Centre] and FAO dated 26 October 1994.

The material is held in trust under the terms of this agreement, and the recipient has no rights to
obtain Intellectual Property Rights (IPRs) on the material or related information.

The recipient may utilize and conserve the material for research, breeding and training and may
distribute it to other parties provided such other parties accept the terms and conditions of this
agreement.()1

The recipient, therefore, hereby agrees not to claim ownership over the material, nor to seek IPRs
over that material, or its genetic parts or components, in the form received. The recipient also agrees
not to seek IPRs over related information received.

The recipient further agrees to ensure that any subsequent person or institution to whom he/she may
make samples of the material available, is bound by the same provisions and undertakes to pass on the
same obligations to future recipients of the material.

The [Centre] makes no warranties as to the safety or title of the material, nor as to the accuracy or
correctness of any passport or other data provided with the material. Neither does it make any
warranties as to the quality, viability, or purity (genetic or mechanical) of the material being

furnished. The phytosanitary condition of the material is warranted only as described in the attached
phytosanitary certificate. The recipient assumes full responsibility for complying with the recipient
nation’s quarantine and biosafety regulations and rules as to import or release of genetic material.

Upon request, the [Centre] will furnish information that may be available in addition to whatever is
furnished with the material. Recipients are requested to furnish the [Centre] with related data and
information collected during evaluation and utilization.

% The attention of the recipient is drawn to the fact that the details of the MTA, including the
identity of the recipient, will be made publicly available.

°! This does not prevent the recipients from releasing the material for purposes of making it directly
available to farmers or consumers for cultivation, provided that the other conditions set out in this
MTA are complied with.
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The recipient of material provided under this MTA is encouraged to share the benefits accruing
from its use, including commercial use, through the mechanisms of exchange of information,
access to and transfer of technology, capacity building and sharing of benefits arising from
commercialization. The [Centre] is prepared to facilitate the sharing of such benefits by directing
them to the conservation and sustainable use of the plant genetic resources in question,
particularly in national and regional programmes in developing countries and countries with
economies in transition, especially in centres of diversity and the least developed countries.

The material is supplied expressly conditional on acceptance of the terms of this Agreement. The
recipient’s acceptance of the material constitutes acceptance of the terms of this Agreement.

Appendix II
MONETARY AND NON- MONETARY BENEFITS

1. Monetary benefits may include, but not be limited to:
a. Access fees/fee per sample collected or otherwise acquired;

b. Up-front payments;

c. Milestone payments;

d. Payment of royalties;

e. Licence fees in case of commercialization;

f. Special fees to be paid to trust funds supporting conservation and sustainable use of
biodiversity;

g. Salaries and preferential terms where mutually agreed;
h. Research funding;
i. Joint ventures;
j. Joint ownership of relevant intellectual property rights.
2. Non-monetary benefits may include, but not be limited to:
a. Sharing of research and development results;

b. Collaboration, cooperation and contribution in scientific research and development

programmes, particularly biotechnological research activities, where possible in the provider

country;
c. Participation in product development;
d. Collaboration, cooperation and contribution in education and training;

e. Admittance to ex situ facilities of genetic resources and to databases;

f. Transfer to the provider of the genetic resources of knowledge and technology under fair
and most favourable terms, including on concessional and preferential terms where agreed,

in particular, knowledge and technology that make use of genetic resources, including
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biotechnology, or that are relevant to the conservation and sustainable utilization of
biological diversity;

Strengthening capacities for technology transfer to user developing country Parties and to

Parties that are countries with economies in transition and technology development in the
country of origin that provides genetic resources. Also to facilitate abilities of indigenous
and local communities to conserve and sustainably use their genetic resources;
Institutional capacity-building;

Human and material resources to strengthen the capacities for the administration and
enforcement of access regulations;

Training related to genetic resources with the full participation of providing Parties, and
where possible, in such Parties;

Access to scientific information relevant to conservation and sustainable use of biological
diversity, including biological inventories and taxonomic studies;

Contributions to the local economy;

. Research directed towards priority needs, such as health and food security, taking into
account domestic uses of genetic resources in provider countries;

Institutional and professional relationships that can arise from an access and benefit-
sharing agreement and subsequent collaborative activities;

Food and livelihood security benefits;
Social recognition;

Joint ownership of relevant intellectual property rights.
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