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DEFINITIONS TO ADD TO ARTICLE 1: 

 
“Confidential information” includes traditional knowledge that is considered secret, sacred or 
culturally sensitive. This information has strict rules of sharing and disclosure that are 
maintained through customary laws and protocols of indigenous peoples and local communities.  
 
“Customary law” refers to the norms and values of peoples, including indigenous peoples, 
accepted as legal requirements or obligatory rules of conduct for human beings, as well as 
rights and responsibilities regarding natural resources, cultural heritage, and intellectual 
property, including traditional knowledge and genetic resources.  Customary law may be written, 
as in legislative codes or judicial decisions, or oral, maintained by elders or knowledge holders. 
In the case of indigenous peoples, the term customary law must be interpreted and applied 
consistent with the provisions on laws, customs, traditions, and protocols set forth in the UN 
Declaration on the Rights of Indigenous Peoples and other human rights instruments. 
 
“Prior and informed consent” regarding access to traditional knowledge means express 
agreement, consistent with community laws, customs, and protocols, by authorities of 
indigenous peoples and local communities, made upon advance provision, with sufficient time, 
resources, and translation services, to evaluate and analyze information covering all relevant 
aspects (such as the intended purpose of the access; its duration and scope; a preliminary 
assessment of the likely economic, social, cultural and environmental impacts, including 
potential risks; personnel likely to be involved in the execution of the access; benefit-sharing 
arrangements and ownership rights) and includes the right not to grant consent or approval. In 
the case of indigenous peoples, the term “prior and informed consent” must be interpreted and 
applied consistent with indigenous peoples’ right of self-determination and the provisions for 
“free, prior and informed consent” set forth in the UN Declaration on the Rights of Indigenous 
Peoples and other human rights instruments. 
 
 

 
[III.  [DEFENSIVE]/COMPLEMENTARY] MEASURES] 

 
 

[ARTICLE 7] 
[DUE DILIGENCE 

 
[Member States]/[Parties] [shall]/[should] encourage or establish a fair and reasonable due 
diligence system to ascertain that [protected] genetic resources and traditional knowledge 
associated with genetic resources have been accessed in accordance with [applicable] [access 
and benefit sharing] legislation or regulatory requirements national law, customary laws and 



 

 

protocols, and international instruments.  Any due diligence measures, including databases, 
shall be developed in conjunction with indigenous peoples and local communities.  

 
(a) One or more A databases [shall]/[should] may be used as a due diligence 

measuremechanism to allow monitoring of compliance with these due diligence 
requirements in accordance with national law. However, [member states]/[parties] 
[shall]/[should] not be obliged to establish such databases. 

 

 Such databases [shall]/[should] be accessible to potential patent licensees [and potential 
investors] to confirm lawful chain of title of [protected] genetic resources upon which a 
patent is based.]] 

 
(b) Safeguards 

 
(i) In establishing databases, [Member States]/[Parties] shall establish effective 

safeguards to protect information that is considered confidential, sacred, or secret 
and to ensure compliance with the principles of prior informed consent and mutually 
agreed terms. 

 
(ii) Any safeguards shall be developed in accordance with customary laws and protocols 

and international instruments. 
 

(iii)  Indigenous peoples and local communities shall have the right to access, remove 
and/or correct information that is considered confidential, culturally-sensitive, sacred, 
or secret or that fails to comply with the principles of prior informed consent and 
mutually agreed terms.  

 
(iv) Indigenous peoples and local communities shall also have the right to access, 

remove and/or correct information that has been inappropriately sourced or 
incorporated. 

 
(v) [Member States]/[Parties]  may also establish other appropriate safeguards. 

 
(c) [Member States]/[Parties] shall ensure that any such database does not infringe on the 

rights of indigenous peoples, including by misappropriation or misuse of genetic 

resources and traditional knowledge associated with genetic resources.  

(d) Where databases are established for the purposes of search and examination of 

intellectual property right applications, the databases will be accessible to intellectual 

property offices only, except as provided in Articles 7(b) and 8.3(b) with respect to 

safeguards. 

(e) Due diligence may also include other reasonable measures now known or later 

developed, including requirements on disclosure of origin or source. 

 
 

 
[ARTICLE 8] 

[[PREVENTION OF THE [ERRONEOUS]1 GRANT OF INTELLECTUAL PROPERTY 
RIGHTSPATENTS AND VOLUNTARY CODES OF CONDUCT 

 
8.1 [Member States]/[Parties] [shall]/[should]:  

                                                
1
 A Member State requested to change this title to “Protection of the Demand of the Patents”.  However, the 

facilitators do not understand the meaning of this proposal and request clarification before such a change is made.  
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(a) Provide legal, policy or administrative measures, as appropriate and in accordance 

with national law, to prevent intellectual property rightspatents from being granted 
[erroneously] with regard to claimed inventions or other subject matters that include 
genetic resources and [traditional knowledge associated with genetic resources]. 
where, under national law, those genetic resources and [traditional knowledge 
associated with genetic resources]:  

(i)  anticipate a claimed invention (no novelty);  or  
(ii)  obviate a claimed invention (obvious or no inventive step).  

 
(b)  Provide legal, policy or administrative measures, as appropriate and in accordance 

with national law, to allow third parties to dispute the validity of an intellectual property 
right patent, by submitting prior art, with regard to inventions or other subject matters 
that include genetic resources and [traditional knowledge associated with genetic 
resources]. 

 (c)  [Encourage, as appropriate, the development and use of voluntary codes of conduct 
and guidelines for users regarding the protection of genetic resources and [traditional 
knowledge associated with genetic resources].] 

         (d)  Facilitate, as appropriate and in conjunction with indigenous peoples and local 
communities, the creation, exchange, dissemination of, and access to, databases 
containing [information pertaining toassociated with] genetic resources and [traditional 
knowledge associated with genetic resources] for use by intellectual propertypatent 
offices] [with appropriate safeguards].  

 
[8.2 As a complement to the disclosure obligation provided for in Article 4, and in the 
implementation of this instrument, the [Member State]/[Party] may consider the use of 
databases on traditional knowledge and genetic resources in accordance with its needs, 
priorities, and safeguards as may be required under national laws and special circumstances.] 
 
Database Search Systems 
 
8.3 [Member States]/[Parties]Members are encouraged to facilitate the establishment of 
databases containing [information pertaining toassociated with] of genetic resources and 
[traditional knowledge associated with genetic resources] for the purposes of search and 
examination of intellectual property right patent applications.  [Member States]/[Parties] shall 
develop such databases, including their structure and content, in consultation with relevant 
stakeholdersin conjunction with indigenous peoples and local communities, and taking into 
account their national circumstances, customary laws and protocols, and international 
instruments, as well as the following considerations:  
 

(a) With a view towards interoperability, databases [shall]/[should] comply with minimum 
standards and structure of content. 
 
(b) Appropriate safeguards [such as filters] [shall]/[should] be developed in accordance 
with national law,  
 
(b) Safeguards 

 
(i) In establishing databases, [Member States]/[Parties] shall establish effective 

safeguards  to protect information that is considered confidential, sacred, or 

secret and to ensure compliance with the principles of prior informed consent 

and mutually agreed terms. 

 
(ii) Any safeguards shall be developed in accordance with customary laws and 

protocols and international instruments. 
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(iii)  Indigenous peoples and local communities shall have the right to access, 
remove and/or correct information that is considered confidential, culturally-
sensitive, sacred, or secret or that fails to comply with the principles of prior 
informed consent and mutually agreed terms.  

 
(iv) Indigenous peoples and local communities shall also have the right to access, 

remove and/or correct information that has been inappropriately sourced or 
incorporated.  

 
(v) [Member States]/[Parties]  may also establish other appropriate safeguards. 

 
(c) [Member States]/[Parties] shall ensure that any such database does not infringe on the 

rights of indigenous peoples, including by misappropriation or misuse of genetic 

resources and traditional knowledge associated with genetic resources.  

 
(c)(d) These databases will be accessible to intellectual propertypatent offices [and other 
approved users]only, except as provided in Articles 7(b) and 8.3(b) with respect to 
safeguards. 
 

 
WIPO Portal Site 
 
8.4 [Member States]/[Parties] [shall]/[should] establish a database search system (the WIPO 
Portal) that links databases of WIPO members that contain information on genetic resources 
and non-secret [traditional knowledge associated with genetic resources] within their territory. 
The WIPO portal site will enable an examiner [and the public] to directly access and retrieve 
data from national databases. The WIPO Portal will also include appropriate safeguards [such 
as filters].] 
 
8.5 [Member States]/[Parties] should provide effective, legal, policy or administrative 
measures, as appropriate and in accordance with national law, to implement and administer the 
WIPO portal.] 
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