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Nonetheless, it is important t© note that the obligation to take
“appropriatt” measures has been understood in another international treaty
context to imply a duty of due diligence (Mckenzie et al., 2003, p. 117). In the case of the
Nagoya Protocol, it requires each Party to take the necessary legal, administrative, or
policy measures t provide that genetic resources used within its jurisdiction have been
accessed in accordance with PIC (in case PIC is required by the providing country) and
that MAT have been established. At the same time, measures should also fit with the
legal, political, social, and economic situation of the country in which they are
implemented. This means that a Party should consider avoiding setting up complicated
systems thatcould end up being too bureaucratic.
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As o the term “effective”, it can be taken in its usual sense — that is to say, something
having the desired effect. In this context, that would mean measures that have the
potential to be successful in achieving what is intended: that before accessing genetic
resources the user will observe the provisionson PIC and MAT of a provider. “Effective”
can also be understood as linked to possible sanctions if the measures are not complied
with. In the same manner, the term implies that the measures need to have a certain
level of deterrence.
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The conceptof “proportionate” appears here for the first time in the Nagoya Protocol. As
with the qualifiers just discussed, it is up to each Party individually to determine what
constitutes a proportionate measure. From the standard meaning of the word it is clear
that negotiators were aiming at a measure that would be sufficient and would not be
unnecessarily burdensome — that is, which corresponds in nature and degree with what
needs o be achieved. In this case, keeping in mind that the Protocol gives maximum
flexibility to the Parties, determination of whether the measure is proportionate or not
can only be made on a case-by-case basis.

Box21
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EU

Box 21: Principle of Proportionality

The principle of proportionality was initially developed in the German
legal system in the late nineteenth century to review actions by the police. It
states that no layer of government should take any action that exceeds what is
necessary to achieve the objective sought. The principle is also invoked in criminal law,
where it conveys the idea that the punishment of an offender should fit the crime. In
international humanitarian law it relates the means and ends of an armed attack, so
that if either is illegitimate in the context of international humanitarian law, the attack
will not be proportionate. It is also incorporated in European Union legislation, and it
aims to control and set boundaries to the exercise of power by the European institutions.
Article 5 of the Treaty establishing the European Union regulates that under the
principle of proportionality, the content and form of Union action shall not exceed what
is necessary to achieve the objectives of the Treaties. Some criteria for applying the
principle of proportionality have beendeveloped as follows:
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Theremustbe a legitimate aim for ameasure.

The measure should be suitable to achieve the aim.

The measure must be necessary to achieve the aim, and there should be no
less-onerous wayof doing it.

The measure must be reasonable, considering the competing interests of the actors.
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prohibition of the utilization of genetic resources or traditional knowledge associated
with such resources in violation of provider countries’ ABS legislation;

establishment of due diligence obligations for users of genetic resources or traditional
knowledge associated with these resources;

institution of third-party certification;

development of sector-specific codes of conducts and guidelines, as well
as cross-sector guidelinesexplaining the steps and stakeholders involved in ABS;

creation of transparent systems for tracking the loan, exchange, and/or utilization of
genetic resources, including an obligation o have information on the provider country
or country of origin accompany the material whenitis used;

proportionate sanctions and penalties for breaches of third countries’ ABS legislation;

and co-operationin cases of breaches of provider countries’ ABS legislation.
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Negotiations over including the temporal scope of the Nagoya Protocol in Article 3 did
not succeed, and the proposed text in the draft Protocol was abandoned. Thus, the
Nagoya Protocol contains no explicit provision dealingwith its temporal scope.

Instead, the default provision on retroactivity of the Vienna Convention on the Law of
Treaties applies. According to Article 28 of that convention, a treaty shall not be
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applied retroactively unless countries choose to give a treaty such effect. Additionally, a
treaty cannot apply to any act or fact that took place or any situation that ceased
exist before entry into force of the treaty for that party. This means that access
genetic resourcesbefore the entry into force of the CBD is outside the temporal scope of
the CBD because ABS obligationsonly came into existence once the CBD entered into
force. Also, to suggest that the Nagoya Protocol applies to situations before the CBD
entered into force would be against the principle of retroactivity.

However, this does not imply that ttmporal issues have been entirely resolved. One
open question is whether genetic resources and traditional knowledge associated with
genetic resources acquired after the entry into force of the CBD but before the entry into
force of the Nagoya Protocol are in the scope of the Protocol once itenters into force. On
the one hand, pre-Protocol access could be considered a fact that took place or a
situation that ceased to exist before the date of the entry into force of the treaty with
respect o that party. On the other hand, Article 3 applies t genetic resources within
the scope of Article 15 of the CBD, which came into force in 1993, and to the benefits
arising from their utilization. Since then, Article 15(5) of the CBD requires PIC for
access to genetic resources for their utilization (unless a Party determines otherwise),
and Article 15(7) speaks to benefit-sharingon results

of research and development and benefits arising from the commercial and other
utilization of genetic resources.

Article 5(1) of the Nagoya Protocol on benefit-sharing provides for Parties to the
Protocol to share in a fair and equitable way benefits arising from the utilization of
genetic resources, as well as subsequent applications and commercialization with the
Party legally providing the genetic resource. This entails sharing benefits arising from
new and continuing uses of genetic resources and traditional knowledge associated with
genetic resources when the use took place after the entry into force of the Protocol,
despite cases where the resourcesknowledge were acquired after the entry into force of
the CBD. This is not retroactive application of the Nagoya Protocol since the obligation
results from new facts, and the general rule of interpretation on retroactivity states that
treaty obligations apply to any fact, act, or situation that has not ceased to exist.

Thus, in sum, the Nagoya Protocol applies to genetic resources and traditional
knowledge associated with such resources acquired after entry into force of the Protocol
for a Party. The Protocol does not apply to pre-CBD acquisitions of genetic
resources or traditional knowledge associated with such resources. Benefits
from genetic resources and traditional knowledge associated with such resources
accessed before the entry into force of the Protocol but after the entry into force of the
CBD may also be regulated by Parties in the case of newand continuinguses.

o p.71
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Box 11: Resources Outside the Scope of the Nagoya Protocol

The following are not covered by the access provisions of Article 15 of the CBD and do
not fall within the definitions found in Article 2 of the Nagoya Protocol and therefore do
nottrigger ABS provisions underthe Protocol:
genetic resources used as bulk commaodities (typical uses of biological resources);
genetic resources acquired before the entry into force of the CBD;
genetic resources acquired from areas beyond the limits of national jurisdiction (e.g.,
high seas, deep seabed, Antarctic Treaty Area);
genetic resources that a Party determines do not require PIC (Article 15(5) of the
CBD);
human genetic resources; and
derivatives accessed independently of genetic resources.

L P119-120
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Commercial vs. Non-commercial Research

Another challenge in understanding Article 8(a) is the distinction of commercial
research fromnon-commercial research. This is difficult for the followingreasons:

Both the private sector and research institutions (e.g., universities) can be involvedin
commercial as well as non-commercial research.

Similar research methods and processes are generally used in
commercial as well as non-commercial research.

Both types of research wusually require access to the same biological
materials and genetic resources.

Both types of research can be beneficial for conservation and the sustainable use of
biological diversity.

In  response to concerns about links t commercial research, the
non-commercial research  sector (including museums, funding organizations,
botanical gardens, herbaria, universities, genebanks, and conservation organizations)
came together at a workshop in Bonn in 2008 on “Access and Benefit Sharing in
Non-commercial Research”. The participants compiled tangible indicators to
separate commercial fromnon-commercial research, including the following.

Commercial research:
is normally designed to produce atleast some results and benefits that will have real

or potential commercial value; and
creates benefits that are held privately rather than entered into the

public domain and are restrictedin differentforms.

Non-commercial research:
normally lacks all of the above characteristics;
is mostly willing to put the results in the public domain;
is often publicly or benevolently funded; and
differs in that certain regulatory measures on commercial research might not be
relevant but rather impose unnecessary time and cost imposts.



In creating special conditions for non-commercial research, however, it has t be taken
into account that this research or its results can easily be turmed to commercial ends, a
situation that Parties are also required to concurrently address in their ABS lkegislation
or regulatory requirements. This is reflected in the formulation “taking into account the
need to address a change of intent for such research”. That is to say, if the research
began with a non-commercial intent (at the time of access), the user should renegotiate
PIC and mutually agreed terms (MAT) in case a commercial intent
emerges during the project(post-access).

In summary, it can be concluded that Article 8(a) of the Nagoya Protocol is centred on
two major points:

the need to provide simplified access rules o pure scientific research and other
research for non-commercial purposes; and

the need to address the situation of a post-access intent that deviates from MAT at the

time of access through renegotiationof PIC and MAT.
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Early drafts of the Protocol explicitly excluded the ITPGRFAfrom the scope of the
Protocol, but this did not make it into the final text. However, Article 4(4) works to
exclude the sharing of genetic resources for food and agriculture covered by the
ITPGRFA(Ruizand Vernooy, 2012, p. 14).

First, the specialized instrument shall be “consistent” with and not run counter to the
objectives of the CBD and the Nagoya Protocol. This is weaker than the other
paragraphs of Article 4 in that it is only required that a specialized instrument be
consistent with rather than supportive of the Protocol. This is recognition of the fact
that a specialized instrument on ABS may include different approaches and
implementing mechanisms that depart from the bilateral approach found in the CBD
and the Protocol.

The second condition relates to membership. If a Party is not a Party to the specialized
instrument, then the Nagoya Protocol's provisions will apply to all transactions of
genetic resources. This is, for example, relevant in the contextof the ITPGRFA because
some CBD Parties are not Parties to the ITPGRFA.

Furthermore, the priority given to specialized instruments over the Nagoya Protocol
only applies to the ““genetic resources covered by” and “for the purpose of” the
specialized instrument (Buck and Hamilton, 2011, p. 58). Regarding the purpose,
Article 4(4) makes clear that only uses of genetic resources for the purposes of the
instrument are excluded from the Nagoya Protocol — for instance, uses for food and
agriculture but not for pharmaceutical or other uses in the case of the ITPGRFA. In
other words, if a crop listed in Annex | of the ITPGRFA was used for an unrelated

purpose, such as a cosmetic or drug, the Nagoya Protocol would apply © such use (Buck
and Hamilton, 2011, p. 58).

Regarding the genetic resources covered by the specialized instrument, Article 4(4) is
notas clear. For example, the scope of the ITPGRFA is over all genetic resources for food

and agriculture, but the scope of the Multilateral ABS System is much narrower: only
the genetic resources included in Annex I. The question therefore arises as t which one
can be considered the resources covered by the ITPGRFA: only Annex | plant genetic
resources or also non-Annex | plant genetic resources included by the Consultative
Group on International Agricultural Research and similar centres (Article 15 of the
ITPGRFA)? An interpretation consistent with the subject matter dealt with in this
paragraph may indicate that the latter is correct.

° MAT p.162
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Utilization within the Jurisdiction

Furthermore, the obligation of a Party under Article 15(1) of the Nagoya Protocol is to
take measures when the genetic resources are ‘utilized” within its jurisdiction. The
reference to utilization links this provision with the definition provided under Article 2.
Consequently, the understanding of that provision has an impacton the way Paragraph
1 is ultimately implemented.

Article 2(c) of the Protocol defines utilization of genetic resources as the research and
development part of the innovation chain, including the point where an innovation is
moved from development to commercialization (see also explanation of Article 2) (Buck
and Hamilton, 2011, p. 52). In addition, Article 15(1) of the Protocol makes no reference
to subsequent applications and commercialization, something that is made explicit in
Article 5 in the contextof benefit-sharing. This implies that the measures that a Party
shall take in order to comply with this provision do not need to extend to subsequent
applications and commercialization, an issue that will be addressed by
Parties contractually under MAT, hence fallingunder thescopeof Article 18.

It also needs to be understood that the explicit reference to utilization within “its
jurisdiction” refers to a Party’s own territorial jurisdiction over users and is notrelated
to utilization in the jurisdictions of other countries. In otherwords, situations where the
utilization takes place in the jurisdiction of another country are excluded and fall under
the jurisdiction of that country.
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e 17 1 to support compliance p.175
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The objective of Article 17 of the Nagoya Protocol is “b support
compliance” as indicated at the beginning of Paragraph 1. There is no
specification about whether the provision aims at supporting compliance with a specific
provision of the Protocol, with prior informed consent (PIC) and mutually agreed terms
(MAT), with the Protocol as a whole, or with domestic ABS lkgislation and regulatory
requirements of the Parties. All these optionswere at some pointon the table during the
negotiations. From the explanations of Articles 15, 16, and 18, however, it can be
concluded that Article 17 is of a complementary nature and aims at supporting
compliance with domestic ABS legislation requiring PIC and the establishment of MAT
as well as with user measures. Such understanding is supported by the fact that the
internationally recognized certificate of compliance that is regulated in Article 17(2)-(4)
serves all these functions.

The use of the term “shall” denotes a mandatory requirement for the
Parties to take measures inorder to support compliance. Although the obligation
is unequivocal, some uncertainty is added by the introduction of the qualifier “as
appropriate”. In the context of the chapeauof Article 17(1), this qualifier can introduce a
certain degree of discretion to each Party when deciding on the nature of the measures
or it can be read as indicating that the measures that have to be taken need t© be
appropriate, meaning fitting or relevant o achieve the intended objective. In the same
manner, the aim of the measures is to monitor and enhance transparency about the
“utilization of genetic resources”, a concept thathas o be read as defined in Article 2(c)
of the Nagoya Protocol.

e 17 1 p.177
(@)(ii)
@()
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compel

as appropriate

@)(i)

Subparagraph (a)(ii) acknowledges that for checkpoints to function, each Party shall
compel users to supply at a designated checkpoint the information listed in
Subparagraph (a)(i). The obligation is subject to the particular characteristics of a
designated checkpoint and again t the qualifier “as appropriate”, therefore providing
flexibility and reaffirming what was said above about the possibility for Parties t
decide thata checkpointwould be limited to a passive role.

In such cases, the Party will still be under an obligation to request the user to make the
information available. The wording specifying that the subjects of the request for
information are the “users” can be read as having the effect of narrowing down the
flexibility provided in Subparagraph (a)(i) in relation © the sources from which the
informationwill be received.

17 1
P176
(@)()

would

appropriate

Subparagraph (a)(i) is about the function of the designated checkpoints. The context
and the history of the negotiations indicate that despite the use of the term “would”, the
intention was not to deprive this provision of its binding nature and that the main
function of designated checkpoints is to “collect or receive, as appropriate, relevant
information”. The two verbs used (“collector receive”) imply an active role as well as a
passive role for the checkpoint. Parties are given the discretion to decide whether they
favour one or the other, thanks to the addition of the formulation “as appropriate”. The
use of the conjunction “or” instead of “and” should be read as implying that assigning
both roles to the same checkpoint is an option, the minimum being that the Party does
assign one or the other. However, nothing prevents a Party from implementing this
more stringently by requiring both.

o 7 1 (p.178)
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Furthermore, information is to be provided under two caveats: first, that it is deemed

appropriate by the Party providing PIC and, second, that the information is not
confidential. Taking into account that the Nagoya Protocol is silent on the matter,

confidentiality will be determined by a process in the Party providing the information.
The formulation “as appropriate” at the end of the sentence can also be read as relating
to the relevant national authorities to which the information is to be sent.

Subparagraph (a)(iii) introduces for the first time in the Nagoya
Protocol the term “internationally recognized certificate of compliance”. The issue
of the legal nature of the certificate then presents itself. The fact that the provision
acknowledges that there will be cases where the certificate will not be available
indicates that it is not mandatory in all cases, for instance where a Party does not
require PIC. Nevertheless a systematic reading of Articles 17(2), 14(2), and 6(3)(e)
indicates that when a Party requires PIC pursuant t Articke 6(3)€), a permit or
equivalent will be required together with a report of the permit to the ABS CH. This
reporting then turns the permit or its equivaknt into an internationally recognized
certificate of compliance pursuant to Article 17(2). Therefore in this case it will be

mandatory to produce such certificate in order to demonstrate compliance.

e 17 4 p.181
17 4
17 2 ABS CH

Article 17(4) of the Nagoya Protocol provides a list of the minimum information that an
internationally recognized certificate of compliance shall contain. Following the
explanation under Article 17(2), if that provision is interpreted as meaning that
registration at the ABS CH transforms a domestic permit into an internationally
recognized certificate of compliance, then the list in Paragraph 4 will result in a global
minimum harmonization of domestic permits.
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It is important to note that the information listed is © be provided only when it is not
confidential. As the Protocol does not define confidentiality, it is left to each Party o
decide what information will not be shared. Furthermore, the provision states that the
information listed is the minimum, indicating that nothing prevents a Party from
including additional data (e.g., information on conditions for third-party transfer).
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e 15 2 proportionate p.164
proportionate

It is important to add that the qualifier “proportionate” can imply
both raising the threshold of the measures to be taken (that s,
preventing measures that would fall under a certain threshold and
therefore fail to be proportional, such as excessively low fines) and aiming at preventing
the application of fines or sanctions that are more severe or burdensome than necessary.

° 17 a
appropriate, effective, proportionate measure (p.171)
15
e 6 3 asappropriate P101
“as appropriate” 3

6 3a g PIC

As the term “as appropriate” indicates, a Party is free to take any of the
three measures: legislative, administrative, or policy.

Paragraph 3(a)-(g) gives a listof what a Party requiring PIC should aim to achieve with
such measures.

o p.103-104
(b)

PIC

15



According t® Subparagraph (b), a provider State’s rulks and procedures
on accessing genetic resources must be “fair” and “non-arbitrary”. Both have to do
with the treatment the providing Party accords to parties that request access o its
genetic resources. “Fairness” means that equal treatment in applications for access
genetic resources is accorded to similar domestic and foreign applicants and to similar
foreign applicants of different Parties. “Non-arbitrariness” is the non-dependence on
arbitrary (that is, individual or one-sided) discretion. It is rather fixed on standards
and/or rules of law. Italso means restrained exercise of power.

Howewer, in the exercise of its authority to determine access, a providing Party may
develop PIC criteria pertaining to points of special State interests within which
exceptions from non-arbitrary and non-discriminatory requirements may be freely
exercised. In regard o the non-discriminatory requirement, for example, a Party
may  choose L0 develop rules that aim at  advancing local,
non-commercial biodiversity and ecosystem research and education. For this, access
rules and procedures may grant a local user a permit t collect genetic resources in a
territory that is of strategic importance to the country but deny a permit for a foreign
user. It may also grant access o genetic resources of a depleted species for research
aimed at restoring the species but deny access to the same for
commercial purposes.

® "publicly available" (p.113-115)
PIC
ILC PIC 7

ILC PIC

ILC
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Box 16
WIPO
ILC PIC
ILC

publicly available

Access to all forms of genetic resources falling under the scope of the
Nagoya Protocol requires PIC from Parties within which the genetic resource is
situated or, when applicable, by ILCs having established rights to such resources.
Article 7 also requires the PIC or approval and involvement of relevant
ILCs before any form of traditional knowledge associated with genetic resources within
the general scope provided for by Article 3 is accessed. However, this seems to contrast
with the conventional intellectual property rights system, which has hitherto
predominantly informed people of the extent © which someone can establish exclusive
rights over knowledge — or, to be more precise, over innovations derived from
17



knowledge.

Inherent in the protection offered to human creativity by conventional intellectual
property rights are a number of limitations restricting such rights’ applicability to
traditional knowledge in various ways. For instance, traditional knowledge must first
“take the form of” or result in an innovation and, even so, must be sufficiently novel and
must not have been exposed o a wider public prior to registration to be eligible for
patent protection. And even if it meets these demands, patent protection lasts for a
relatively short period of time. These features of the patent system mean that, viewed
through the prism of intellectual property rights, the vast majority of traditional
knowledge is found in the so-called public domain — that is, it is free for anyone to use.
In addition, the intellectual property rights system may have allowed third parties ©
acquire rights to traditional knowledge originally created by ILCs by using the
knowledge to develop an invention that has in turn been patented.

The way the Nagoya Protocol relates to these features of the intellectual property rights
system may be of considerable importance to its applicability as far as traditional
knowledge associated with genetic resources is concerned. Given the inherent
limitations embedded in the conventional intellectual property rights
system, if such norms prevail over the Nagoya Protocol, the Protcol's
access requirements pertaining to traditional knowledge associated with genetic
resources seem  essentially apply only to traditional knowledge that has not yet been
disclosed. That is so because traditional knowledge as such is not eligible for protection
under the intellectual property rights system, and, for the reasons described, the
possibilities of doing so even if the knowledge is included in an innovation are also
limited. If, on the other hand, the Nagoya Protocol takes precedent, the consequence
appears o be that the scope of the public domain is considerably reduced, as far as
traditional knowledge is concemed, as Artick 7 does not distinguish
between traditional knowledge that has not yet been shared with a wider
public, that is already publicly available, 3 andto which third party rights pertain.

In conclusion, Article 7 of the Nagoya Protocol, read in conjunction with Article 4, seems
to suggest that the Protocol does not have an impact on existing intellectual property
rights agreements — such as patent treaties — that have resulted in third parties
establishing intellectual property rights o innovations based on traditional knowledge
associated with genetic resources generated by ILCs. Nor does the Nagoya Protocol
affect Parties’ obligations to grant in the future such intellectual property rights under
existing intellectual property rights agreements, provided that such agreements do not
cause serious damage or threat to biodiversity. At the same time, Articles 4(2) through
4(4) of the Protocol place certain limitations on Parties’ ability to enter into any new
intellectual property rights agreements or intellectual property rights similar
agreements that could have an impact on their obligation to take measures aimed at
ensuring that the PIC or approval and involvement requirements of Article 7 are met.
Moreover, once existing intellectual property rights to innovations based on traditional
knowledge associated with genetic resources held by third parties expire, ILCs' right to
offer PIC or approval before continued use of such traditional knowledge kicks in, as
Article 7 applies to all forms of traditional knowledge as long as that knowledge falls
under the scope of the NagoyaProtocol.

Furthermore, it is important to note that Article 7 establishes no limitation as to the
term of protection. Hence, the access requirements established by Article 7 of the
Nagoya Protocol apply to traditional knowledge associated with genetic resources
regardless of how long ago the knowledge was generated or how long the
knowledge has been publicly available. Indeed, traditional knowldge need not
necessarily be old, as the description of knowledge as “traditional” refers to the context
in which the knowledge has been generated rather than t when this occurred (see also
Box 16). This position of the NagoyaProtocol is in line with current WIPO processes.
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In short, the Nagoya Protocol obliges Parties to take measures aiming atensuring PIC
or approval and involvement of ILCs not only with regard to traditional knowledge
associated with genetic resources still within their imminent control but also with
regard to such knowledge already publicly available, or — to use intellectual property
rights parlance — in the public domain. However, this only applies within the framework
established by Article 4.
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