TEMPLATE POLICY PAPER


[INSERT DATE]

the legal pROTECTION OF traditional biological knowledge, innovations and practices

Purpose
1 This paper seeks approval for proposed policies regarding the legal protection of traditional biological knowledge, innovations and practices (TBKIPs) to be implemented through legislation known as the [refer to name of bill where this exists].
Background
2 The Secretariat of the Pacific Regional Environmental Programme (SPREP) commenced work on the development of a model law for the legal protection of traditional biological knowledge, innovations and practices in February 2001.  The objective was to develop a model that would assist Pacific Island countries and territories wishing to develop national legislation in this area.
3 An initial draft model law entitled ‘the Traditional Biological Knowledge, Innovations and Practices Model Law’ (the TBKIP Model Law) was then presented at a variety of fora including a workshop held by the World Intellectual Property Organization in Brisbane in June 2001.  It was also distributed to Forum member countries in 2002 for comment. Responses were received from Australia, Cook Islands, Federated States of Micronesia, Fiji, Marshall Islands, New Zealand, Palau, Samoa and Vanuatu.  As a result of this input, a number of modifications were made to the draft model law.
4 In 2005, a revised TBKIP Model Law was presented to regional legal and environment officials at the Workshop on Access to Genetic Resources, Traditional Knowledge and Customary Law organized by the United Nations University Institute of Advanced Studies and SPREP in association with the Pacific Islands Forum Secretariat (PIFS). The participants recommended its submission to the highest levels of regional and national decision-making. 

5 In March 2008, the TBKIP received the formal endorsement of Pacific Trade Ministers for adoption and implementation by member countries. 

6 The TBKIP Model Law is only a framework for national legislation and as such, matters of detail or implementation are left to be determined by national laws and systems.  Moreover, a country wishing to enact the TBKIP Model Law is free to adopt and/or adapt or supplement the provisions as it sees fit in accordance with national needs, the wishes of its traditional communities, legal drafting traditions etc.  

Imperatives for policy intervention
7 There are multiple reasons why government action is needed regarding the legal protection of traditional biological knowledge, innovations and practices.  A range of grounds are commonly cited including:

·  the intrinsic cultural, spiritual and linguistic value that traditional knowledge has for traditional communities. When traditional knowledge is lost, this can have an enormous impact on the cultural identity and way of life of traditional communities, in a similar way to the loss of a language;

·  the role that traditional knowledge plays in resource management, the sustainable use of biodiversity and food security.  The strong practical component of traditional knowledge means that it is of direct and indirect benefit to society more broadly rather than only traditional communities;
·  the numerous examples of important technologies and medicines being derived directly from traditional knowledge as well as increasing interest in using traditional knowledge for commercial enterprises;
·  widespread concerns regarding illicit uses and misappropriation of traditional knowledge.  Traditional communities have stressed that their knowledge should not be used by others inappropriately, without their consent and sharing of benefits.  This has led to calls for both greater respect and recognition of the rights of traditional communities in their traditional knowledge as well as the establishment of protection mechanisms to ensure this occurs.  While some legal tools such as intellectual property laws can be useful in preventing misuse by third parties, it has been widely acknowledged that a range of protection mechanisms will be needed, including the development of sui generis measures such as the TBKIP Model Law; and
·  the potential use of traditional knowledge as a tool for economic development.  The absence of measures protecting the rights and interests of traditional communities regarding their traditional knowledge can, however, hamper development efforts.
8 For these reasons, amongst others, over the past 10 years, a range of work has been undertaken at the national, regional and international level.  
9 At the national level - [insert local policy context such as: 
a any Cabinet decisions made in respect of the protection of traditional biological knowledge, innovations and practices, including any regarding the TBKIP Model Law;

b any policy objectives/policy principles that were agreed upon that will hold together the elaboration of any detailed menu of policy options

c any broader existing policy for traditional knowledge generally]

10 Within the region, several CROP agencies are involved in work relating to traditional knowledge including:
· the Secretariat of the Pacific Community which led the development of the Pacific Model Law for the Protection of Traditional Knowledge and Expressions of Culture;
· SPREP which, as noted earlier, led the development of the TBKIP Model Law; and
· the PIFS which is the lead CROP agency on matters relating to the development of core intellectual property laws such as copyright, trade mark and patents within Pacific Island countries and territories.   It has also now assumed lead responsibility from the SPC for the Pacific Model Law and is working collaboratively with SPREP with regard to the TBKIP Model Law.  The mandate of the PIFS to develop frameworks for the protection of traditional knowledge arose at the Forum Trade Ministers Meeting in 1999.
11 At the international level, more than eleven United Nations entities have or are working on issues relating to the protection, preservation and promotion of traditional knowledge, each in their respective area of competence and mandate.  This includes the World Intellectual Property Organization and the Convention on Biological Diversity.  The latter is where the most technical analysis and discussion relating to the legal protection of traditional biological knowledge, innovations and practices has occurred. The emergence of international norms and standards regarding traditional knowledge in the next 5-10 years is a distinct possibility with some major developing countries pushing strongly for an internationally binding instrument to protect traditional knowledge.  

Proposed policies for the legal protection of traditional biological knowledge, innovations and practices  
12 The proposed bill [insert name] contains thirteen legal elements of protection:

a subject matter of protection;

b criteria for protection;

c beneficiaries;

d scope of protection;

e exceptions and limitations;

f management of rights;

g term of protection;

h formalities;

i legal proceedings (sanctions and remedies);

j enforcement;

k dispute resolution;

l relationship with intellectual property protection;

m international and regional protection.

13 The proposed policies for each of the legal elements is discussed below. The development of each of these elements has been shaped and guided by the [refer to policy objective and guiding policy principles which may have been agreed to during the early developmental stages of the bill and reference any relevant Cabinet decisions]
14 For the purposes of the bill, ‘protection’ refers to protection of the creativity, innovation and distinctiveness embodied in the TBKIPs.  Comprehensive protection will require extending beyond this legislation to a range of proprietary and non-proprietary tools such as customary and indigenous laws and protocols; trade practices and marketing laws; contracts and licenses; and cultural heritage registers and databases. These measures are not mutually‑exclusive options, and each may, working together, have a role to play in a comprehensive approach to protection. In developing this particular legislation, it should not replace the need for such complementary measures and programmes.
Subject matter of protection

15 The subject matter of protection is that which will be protected under the legislation, in this case, traditional biological knowledge, innovations and practices. However, there is an important distinction between the subject matter in general and the protectable subject matter.   It is only the latter that will receive protection under the legislation.
16 Officials have developed, in consultation with stakeholders, a description of the proposed scope of subject matter that should be protectable as follows:

Insert answers to 3.1.1a-b) from the Guidelines
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……………………………………………………..………………………………………………………
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……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

17 This description reflects the policy that:

Insert answer to 3.1.1c) from the Guidelines regarding whether all protectable subject matter should be treated equally under the legislation

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

18 It is recommended that Ministers agree to the proposed description.

Criteria for protection

19 The precise delimitation of those TBKIPs that are eligible for protection under the legislation is necessary because within an intellectual property-based sui generis system, such as the TBKIP Model Law, not all TBKIPs can conceivably be the subject of protection. 

20 In order to distinguish between TBKIPs that form part of the subject matter in general and those that are eligible for protection under a specific legal measure, a proposed criteria has been developed which subject matter should display in order to be protectable. 
Insert answers to 3.2.2a-c) from the Guidelines

……………………………………………………..………………………………….……………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

21 It is recommended that Ministers agree to the proposed criteria.

Beneficiaries

22 It is proposed that the benefits of protection should accrue to traditional communities rather than individuals while recalling that individual rights (including conventional intellectual property rights) for innovators would be able to be recognised in other systems.   
23 Further, it is proposed that:

Insert answers to 3.3.2a -f) from the Guidelines
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Scope of protection

24 It is proposed that the legislation adopt the form of protection contained within the TBKIP Model Law, that is:

a  exclusive property rights where particular uses of TBKIPs require the prior informed consent of the traditional owners;

b  that the traditional owners of TBKIPs are the holders of moral rights in their TBKIPs and these comprise the right of attribution of ownership; and the right not to have ownership of TBKIPs falsely attributed; and the right not to have their TBKIPs subject to derogatory treatment;
c  that where TBKIPs are used for a commercial purpose, there is a requirement for fair and equitable benefit sharing arrangements (monetary or non-monetary compensation) with the traditional owners where TBKIPs are used for a commercial purpose.  
25 Officials have assessed the possible scope of these rights – that is, what acts should and should not be regulated.  It is proposed that:

Insert answer to 3.4.1a-b) from the Guidelines 
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26 It is proposed that the following moral rights should be established:

Insert answer to 3.4.1c) from the Guidelines
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27 Having addressed what should be regulated, officials have considered how these acts should be regulated.  This has largely been predetermined by:

a  the legal form of protection in the TBKIP Model Law of exclusive property rights, which enable rights holders to authorise or prevent others from undertaking certain acts; and

b  the guiding principle of the TBKIP Model Law that traditional communities are the owners, right holders and custodians of TBKIPs and the primary decision-makers regarding their use.

28 Based on these factors, the TBKIP Model Law regulates acts regarding TBKIPs by providing that particular uses require the prior informed consent (PIC) of the traditional owners.  This is referred to as an ‘economic right’.  Failure to obtain the PIC of traditional owners to use TBKIPs where required, constitutes an offence under the TBKIP Model Law. It is recommended that Ministers agree to this approach.

29 In terms of the requirement to obtain the PIC of the traditional communities, the TBKIP Model Law treats TBKIPs…  Insert answer to 3.4.2d) from the Guidelines
……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

Exceptions and limitations

30 It is commonplace for some acts to be exempted from regulation, referred to as ‘exceptions’ or ‘limitations’.  Many traditional knowledge holders have stressed that protection should be subject to certain limitations so as not to interfere with the use of TBKIPs by traditional communities. This is reflected in a guiding principle of the TBKIP Model Law which recognises that the continued uses, exchange, transmission and development of TBKIPs within the customary context by the relevant traditional community, as determined by customary laws and practices, should not be restricted or interfered with.
31 Policymakers have identified the exceptions that should be provided for in the legislation regarding uses of TBKIPs (i.e. uses that are exempt) as well as defining the limitations on the scope of protection - in other words, what will not be affected by the legislation. It is proposed that the following uses should be excepted from the PIC requirement under the legislation:
Insert answer to 3.5.2a) from the Guidelines
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32 In some cases, national laws provide that an exception is only applicable when certain conditions or procedures are observed.  In others, national laws do not - the defendant in an action for infringement must show that the conduct in question falls within the scope of a statutory exception.  In terms of whether conditions should be established for the application of the exception, it is proposed:
Insert answer to 3.5.2b) from the Guidelines
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33 In addition, it is widely acknowledged that protection should not prevent communities themselves from using, exchanging and transmitting traditional knowledge amongst themselves in traditional and customary ways and in developing them by continuous recreation and imitation.   Stated differently, the proposition is that protection should extend only to utilisations of TBKIPs taking place outside the traditional or customary context (‘ex situ’ uses), whether or not for commercial purposes.  As it is frequently utilisations outside the traditional or customary context that have caused most concern to traditional communities, this type of limitation is a useful way to achieving a balance between protection and ongoing use and development of TBKIPs by traditional communities.
34 In terms of whether the legislation should provide for limitations to be applied on the scope of protection, it is proposed: 

Insert answer to 3.5.2c) from the Guidelines
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Management of rights

35 Having addressed rights that would be provided for in the legislation, officials have considered how those rights could be managed, including clarifying what the management of rights might consist of and whom could carry out the various aspects, including consideration of the respective roles of the state body and traditional communities.  
36 Key policy considerations in this area include striking a balance between acknowledging the rights of traditional communities to control access and use of their traditional knowledge and expressions and culture on the one hand, and on the other hand, recognising the capacity and resourcing constraints that many communities face and the need to provide assistance in this regard.

37 Officials have developed a proposed framework for the management of rights under the legislation as detailed below.

Insert answers to 3.6.2a-b) from the Guidelines

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

Term of protection

38 It is commonplace for intellectual property laws, such as copyright and patent law, to establish a term of protection following which the protected subject matter enters the public domain for the common good, thereby facilitating and encouraging disclosure of innovation. However, many traditional communities desire indefinite protection for at least some aspects of expressions of their traditional cultures and in this instance, most branches of the intellectual property system do not meet their needs. On the other hand, it is generally seen as integral to the balance within the intellectual property system that the term of protection not be indefinite, so that works ultimately enter the ‘public domain’.  

39 Officials have developed a proposed policy regarding the term of protection.  

Insert answer to 3.7.2b) from the Guidelines
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40 In terms of whether all TBKIPs should receive the same term of protection, it is proposed that:

Insert answer to 3.7.2a) from the Guidelines
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41 Regarding whether the term of protection should be linked to particular conditions, it is proposed that:

Insert answer to 3.7.2c) from the Guidelines
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Formalities

42 This legal element concerns how protection is acquired and maintained under the legislation (often referred to as ‘formalities’). This is distinct from how authorisation to use TBKIPs is to be obtained. 
43 The TBKIP Model Law does not contain a formalities provision.  Automatic protection is granted without formalities. The policy rationale for this is that the imposition of formalities has been identified by traditional knowledge holders as having a significant bearing on the accessibility of protection.   An important policy consideration is the need to balance practically feasible formalities and avoiding excessive administrative burdens for rights holders or administrators alike on the one hand, with the need for transparency and certainty, particularly for external researchers and other users of TBKIPs in their relations with communities.  
44 Officials have developed a proposed policy regarding how protection should be acquired.  It is proposed that:

Insert answer to 3.8.2a) from the Guidelines
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Legal proceedings (sanctions and remedies)

45 It is common for countries to have civil remedies for copyright infringement as well as criminal sanctions for infringement.  Similarly, in the context of the protection of traditional cultural expressions, it has been broadly acknowledged that both civil and criminal actions should be available where the rights of traditional communities have been breached. 

46 Officials have considered the prescription of civil and criminal legal proceedings in this regard. This is detailed below.

Civil Proceedings

47 In terms of what would constitute an infringement under the legislation, it is proposed:

Insert answer to 3.9.1a) from the Guidelines
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48 Regarding when infringement proceedings may be brought, by whom, and where, it is proposed:

Insert answers to 3.9.1b-d) from the Guidelines
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49 Officials have assessed whether there should be a penalty in the legislation for bringing unjustified proceedings. It is proposed that:

Insert answer to 3.9.1e) from the Guidelines
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50 In respect of remedies available for infringement, it is proposed that:

Insert answers to 3.9.1f-g) from the Guidelines
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Criminal Proceedings

51 A primary question for Ministers to consider in this area is whether or not particular conduct requires the intervention of the criminal law or whether civil remedies are adequate and appropriate for the purposes of enforcement. It is noted that rights holders are in a stronger position where both civil and criminal penalties are available. 

52 It is proposed that:

Insert answers to 3.9.2a-g) where applicable from the Guidelines
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Enforcement

53 Enforcement is an important, often overlooked, aspect of the protection of traditional knowledge. As with other intellectual property laws, while rights can be established via legislation, whether effective protection is achieved will depend to a significant extent on enforcement.  However, while comprehensive rights may be recognised in TBKIPs in the legislation, due to cultural or economic reasons, for example, the intended beneficiaries may be unable to enforce them. 
54 Many laws for the protection of traditional knowledge provide for the state to have a role in the enforcement of the rights of traditional communities.  This approach is also reflected in a guiding principle of the TBKIP Model Law which recognises that the state should have a role in the protection of TBKIPs, including providing assistance to traditional communities in the management and enforcement of their rights in TBKIPs.   
55 Officials have considered the role the state should have in enforcing the rights of traditional communities and propose the following:
Insert answer to 3.11.2a) from the Guidelines
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Dispute resolution

56 The desirability of alternative dispute resolution mechanisms in cases relating to traditional knowledge is frequently emphasised.  

57 In the context of the protection of TBKIPs, customary laws and decision-making processes will generally be the means by which traditional communities are regulated and controlled.  It follows therefore that this is likely to be the preferred means of dispute resolution as traditional communities will be accustomed to these practices.  Many national laws for the protection of traditional knowledge make explicit reference to the use of customary laws and/or ADR.
  
Insert position under 3.12 in the Guidelines
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Relationship with intellectual property protection

58 There is a generally accepted principle that special forms of protection for TBKIPs should be complementary to any applicable conventional intellectual property protection, often referred to as “filling the gap”. This is reflected in a guiding principle of the TBKIP Model Law which states that “special protection for TBKIPs should be complementary to, and not replace or prejudice the acquisition of, any applicable conventional intellectual property protection and derivatives thereof”.  

59 There are at least two important relationships that officials have considered: the relationship between the legislation and existing intellectual property laws regarding the protection of TBKIPs; and the relationship between the legislation and existing intellectual property laws in terms of the protection available for works derived from TBKIPs (derivative innovations).  
60 There is an important policy question in this area.  The abovementioned guiding principle of the TBKIP Model Law specifies that special protection should be complementary to, and not replace or prejudice the acquisition of, any applicable intellectual property protection.  In other words, the policy question of whether intellectual property rights in derivative innovations should be recognised has already been determined.  However, this recognition can be qualified by the imposition of terms and conditions on the creator of a derivative innovation. This is the approach taken in the TBKIP Model Law.  

61 Officials have considered whether terms and conditions should be imposed, and if yes, in what circumstances, and what the nature of those terms and conditions might be in that regard.   It is proposed that:

Insert answers to 3.13.2a) in the Guidelines 
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International and regional protection

62 Intellectual property has long had an international dimension, reflecting agreement in the mid-nineteenth century that effective and appropriate protection was dependent on a degree of international coordination and cooperation.  This is equally the case for the protection of TBKIPs.

63 Officials have considered the recognition of the rights of foreign right holders regarding TBKIPs in the legislation, including in what circumstances foreign right holders would have access to the proposed national protection system and the nature and extent of rights granted to foreign nationals.    It is proposed that:
Insert answers to 3.14.3a-c)
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64 As well, there may be practical impediments for foreign rights holders in respect of obtaining and administration of rights regarding TBKIPs.  It is difficult to gauge at this point whether administrative measures are needed to address practical impediments that might exist.  Even so, the development of cooperative mechanisms would most likely occur at the regional level for subsequent implementation at the national level.  If and when this occurs, Ministers may wish to note that in order to implement measures to address practical impediments, the legislation may need to be amended.
Additional legislative features

65 In addition to proposed policies regarding the legal elements of protection, there are several additional matters in which Ministerial approval is sought: the development of transitional measures and the development of regulatory making powers. 

Transitional measures
66 A key policy question is whether protection should operate retroactively or prospectively, and in particular, how to deal with utilisations of TBKIPs that are continuing when the legislation enters into force and which had lawfully commenced before then. It is an accepted principle that laws should respect, as far as possible, rights previously lawfully acquired.  That said, it has also been noted that prior and ongoing uses of TBKIPs should be regulated as far as possible within a certain period of protection measures coming into force.

67 It is proposed that:

Insert answer to 4.1.1a) from the Guidelines 

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

Development of regulatory making powers
68 As there is a considerable operational dimension to the protection approach taken in the TBKIP Model Law, secondary legislation is needed to provide guidance on these matters. As is standard practice, an empowering clause is needed.   It is proposed that:

Insert answers to 4.2.1a-b) from the Guidelines

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

……………………………………………………..………………………………………………………

recommendations
69 It is recommended that Cabinet:

1 Insert recommendation

2 Insert recommendation

3 Insert recommendation

[INSERT RESPONSIBLE MINISTER] 

[INSERT PORTFOLIO]







� For example, in the Philippines, the Indigenous Peoples Rights Act provides that “when disputes involve Indigenous Cultural Communities/Indigenous Peoples, customary laws and practices shall be used to resolve the dispute” (section 65, Primary of Customary Laws and Practices).  Clause 33 of the Pacific Model Law specifies that disputes may be resolved using mediation, alternative dispute resolution procedures and customary law and practices.
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