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Introduction and Summary 
 
Innovative companies, universities and researchers that use genetic or biological resources in their 
research and development activities should take note of the Nagoya Protocol on Access to Genetic 
Resources and Benefit-sharing arising from their Utilization (The Nagoya Protocol), adopted last 
October under the auspices of the Convention on Biological Diversity (CBD). The Protocol 
establishes new international rules that endorse imposition of “benefit sharing” requirements on the 
collection and/or use of genetic or biological resources. These provisions will lead to increased calls for 
entities that have developed commercial products using genetic resources to share revenues and 
other “benefits” with countries that are the source of the genetic resource.  The Protocol may also have 
an impact on ongoing discussions at the World Intellectual Property Organization (WIPO) and the World 
Trade Organization (WTO) about the relationship of intellectual property to genetic resources and 
associated traditional knowledge. 
 
Few details exist as to how or when the recently concluded Protocol will be implemented. 
However, entities that use genetic resources and “traditional knowledge” (i.e., knowledge or 
practices of an indigenous group in respect of genetic resources) would be well advised to begin 
planning for adoption of new national regimes regulating collection and use of genetic resources under 
the Protocol. This is because the Protocol envisions and endorses use of measures, potentially including 
civil and/or criminal sanctions – such as civil liability, fees, fines, injunctions or even prison terms – to 
ensure compliance with national rules and practices governing access and benefit-sharing laws.   
 
Importantly, the Protocol’s obligations would apply to downstream actors distinct from the entity that 
actually collected the genetic resource. The Protocol also introduces new obligations for countries to 
sanction the use of resources or traditional knowledge that is not consistent with access and benefit-
sharing requirements laws of the country where the resource or knowledge was acquired. Thus, 
companies having substantial business operations in a country that has implemented these obligations 
could face exposure based on activities relating to the acquisition and use of genetic resources and 
traditional knowledge in another country. Given the potential legal and business impacts of the 
Protocol, companies should: 
 

• stay vigilant in monitoring implementation in national laws and in international 
organizations; 
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• review the laws of countries where they obtain and use genetic resources; 
 
• review laws relating to intellectual property and product marketing approval in key 
markets in respect of inventions or products that are derived from genetic resources – this is 
particularly important because, although not included in the Protocol, and arguably inconsistent 
with global intellectual property standards, some countries have also adopted or are considering 
new patent law requirements concerning inventions that are derived from genetic resources; 

 
• be familiar with activities undertaken by or on behalf of the company that are 
regulated under the Nagoya Protocol; and 

 
• ensure that material transfer agreements and other procedures for procuring 
genetic or biological resources, including through intermediaries, are well-defined and 
consistent with the Protocol and its implementation in jurisdictions that have implemented 
the CBD and the Nagoya Protocol. 
 

The Convention on Biological Diversity 
 
The CBD was adopted in 1992 as an effort to mitigate threats to the loss of biological diversity associated 
with the destruction of ecosystems. The CBD is an almost universal multilateral agreement, counting 192 
countries as Parties to the Agreement. The United States, however, is not a Party. The CBD sets forth 
three “framework” principles: (i) conservation of biological diversity, (ii) sustainable use of its 
components, and (iii) the fair and equitable sharing of the benefits arising out of the utilization of 
genetic resources. The third principle was the motivation and authority for the Nagoya Protocol.   

 
The Nagoya Protocol 
 
The Nagoya Protocol contains a series of new obligations that are designed to more effectively promote 
and enforce benefit sharing obligations relating to use of genetic resources.  
 
Importantly, the benefit sharing obligations specified in the Protocol remain anchored on the 
principle of “mutually agreed terms.” This principle, which is reflected in the original CBD provisions, 
means that both the existence and nature of benefit sharing obligations arising from use of a 
genetic resource is to be defined by an agreement between the provider and user of the resource. Thus, 
terms found in a contract or a material transfer agreement define the nature of these obligations. 
 
The Protocol also clarifies the types of benefits that should be shared. For example, an Annex to the 
Protocol lists a number of representative types of benefits including monetary benefits (such as a share 
of royalties from the sale of commercial products) and non-monetary benefits (e.g., technology 
transfer, infrastructure development, training, participation in research and development activities). 
 
The Protocol also establishes a number of additional obligations on parties to the CBD and the Protocol 
that are designed to make operational global enforcement of benefit sharing obligations, and to 
address perceived lapses in the regulation of collection of genetic resources. Examples of these 
obligations include: 
 

• Measures specifying that obligations to share benefits expressly attach to 
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subsequent uses of a resource that has been previously collected or used. 
 

• Measures that require countries to ensure that genetic resources used within their 
territories were accessed in accordance with laws and regulations governing prior informed 
consent and benefit sharing found in the country providing access to the resource. 
 
• Measures that oblige countries to establish “checkpoints” to better document and 
regulate the physical transfer and movement of genetic resources. The Protocol envisions that 
these checkpoints will collect or receive information related to compliance with benefit 
sharing and prior informed consent obligations. 

 
• The Protocol establishes an “internationally recognized certificate” that is designed to 
serve as evidence that a company or researcher complied with prior informed consent and 
benefit sharing obligations imposed incidental to collection of a genetic resource. The certificate 
will be issued by the provider country at the time of access, when prior informed consent is 
given and an MTA or other mutually agreed terms is established. 
 

What does it mean? 
 
The Nagoya Protocol was adopted with much fanfare at the tenth session of the Conference of the 
Parties. It is expected to enter into force in the near term in many countries. In addition, countries are 
already implementing national access and benefit- sharing requirements in anticipation of the Protocol, 
and its adoption may spur many others to do so.   While the future of the Protocol remains unclear, 
there is already momentum towards its early entry into force.  The Protocol was opened for signature 
on February 2, 2011 and, as of March 2011, there are six signatory countries.   
 
In light of these developments, companies should: 
 

• review laws in key markets governing access and benefit- sharing relating to genetic 
resources and traditional knowledge, including any relevant “check points” established 
in these jurisdictions where research, development, or other activities are performed or 
where genetic resources are acquired;  
 
• review intellectual property laws and product approval laws in important markets to 
determine whether requirements relating to the access and benefit-sharing of genetic 
resources used in developing an invention or product are provided in a manner that may 
prevent an intellectual property right, such as a patent, from being obtained or 
maintained, or a product from being approved for commercialization; 

 
• review procedures relating to the procurement of genetic resources from in-situ sources 
or ex-situ collections, such as gene banks, either directly from a providing country or 
indirectly through an intermediary; this may include whether such procedures take into 
account whether prior informed consent was obtained from the providing country and 
whether a material transfer agreement or other mutually agreed terms consistent with the 
fair and equitable sharing of benefits were established; 

 
• ensure that material transfer agreements or other contracts take into account the 
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national access and benefit-sharing regulatory requirements in effect, including those 
requirements implementing the Protocol’s requirements; and 

 
• monitor developments at the international level, including at the CBD, the World 
Intellectual Property Organization and the World Trade Organization in respect of new 
international rules under consideration regarding the exchange and use of genetic and/or 
biological resources.   




