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EU regulation

“Proposal for a Regulation of the European Parliament
and of the Council on Access to Genetic Resources and 
the Fair and Equitable Sharing of Benefits Arising from 
their use in the Union”

A regulation is the strongest EU legal instrument:       
“EU law”

•Implementation  of the Nagoya Protocol
•Currently under review by Member States (united in 
the Council) & European Parliament

The Nagoya Protocol and the upcoming EU law
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Contents of this presentation

•CBD (briefly)

•Nagoya Protocol

•EU regulation

The Nagoya Protocol and the upcoming EU law
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The CBD in a nutshell

The new CBD website, www.cbd.int

CBD convention booklet
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The CBD in a nutshell

• Came into force December 29, 1993 (50 ratifications)

• Applies to almost all countries in the world 

• Each country ‘owns’ its own national biodiversity

• Article 15 most important: describes Access & Benefit-
Sharing (ABS)

• Defines genetic resources

• Defines “use” (e.g. application of  biotechnology)

The CBD in a nutshell
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• Key CBD abbreviations: 
> PIC (Prior Informed Consent) 

> MAT (Mutually Agreed Terms)

• Bilateral benefit-sharing (Provider and User)

Starting point for this presentation:

All botanic gardens are now well-informed about the CBD

The CBD in a nutshell
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The Nagoya Protocol

• Part of the CBD

• Agreed in 2010 in Nagoya, Japan, after many years of 
discussion (1994-2010)

• Two main pillars: 
>Access, and 
>User-compliance
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The Nagoya Protocol

The Nagoya Protocol
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Nagoya Protocol art. 2: Use of Terms

 Defines “utilization”: Utilization of genetic resources 
means to conduct research and development on the 
genetic and / or chemical composition of genetic 
resources, including through the application of 
biotechnology as defined in article 2 of the CBD

The Nagoya Protocol
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NP-Art. 6: Access to genetic resources

Obliges countries restricting access to:

• ensure legal transparency of domestic access and 
benefit-sharing legislation

• Provide information on how to apply for access & PIC, & 
negotiate MAT

• Establish clear rules for achieving mutually agreed terms

• Provide a permit prior to actual access, as evidence that 
PIC and MAT have been agreed

The Nagoya Protocol
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NP art. 8: special considerations, & art. 10: 
Global Multi-lateral Benefit-sharing Mechanism

• Create conditions to promote and encourage research that 
contributes to conservation and sustainable use of 
biodiversity (art. 8) 

• Global multilateral benefit-sharing mechanism (art. 10)
>When genetic resources occur in transboundary
situations, or
>When it is not possible to grant or obtain PIC (as 
decided by the convention, NOT by the user!) 

The Nagoya Protocol
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NP art. 17: Monitoring utilization of genetic 
resources

1. Each country to designate checkpoints to gather relevant 
information regarding Prior Informed Consent, at any 
stage of the research, development, innovation, pre-
commercialization or commercialization

2. Issuing of a permit (art. 6) and copy to ABS-Clearing 
House will constitute an internationally recognized 
Certificate of Compliance

3. Internationally recognized Certificates or Compliance 
shall serve as evidence that PIC and MAT have been 
established (!!)

The Nagoya Protocol
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NP art. 18: Compliance with Mutually Agreed 
Terms

• MAT agreements to include how disputes will be 
resolved: jurisdiction, applicable law (provider country, 
use country), or alternative options. Legal 
consequences!

The Nagoya Protocol
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NP: further articles on:

• Access to Traditional Knowledge (TK)

• Trans-boundary cooperation

• Traditional Knowledge associated with genetic 
resources

• National Focal Points & Competent national 
Authorities

• ABS Clearing House and Information-Sharing

• Model contract clauses, etc.

The Nagoya Protocol
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Nagoya Protocol section on CBD website

The Nagoya Protocol
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Nagoya Protocol 

Will come into force in 2014 (?)

“We are confident that the Protocol will enter into 
force in time for the twelfth meeting of  the 
Conference of the Parties to the Convention, to be 
hosted by the Republic of Korea in October 2014.”

Mr. Braulio Ferreira de Souza Dias, 
Executive Secretary of the Convention on Biological Diversity, 
Addis Ababa, Ethiopia, 7-10 May 2013

The Nagoya Protocol
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The EU regulation 

• Will have force of law (cf. CITES, but affects all plants)

• Does not cover Access in the EU: 
Only Bulgaria & Spain national access legislation 
(access restriction)
Other EU Member States do not restrict access and 
therefore do not require PIC and MAT for access to 
their national natural biodiversity
However, in all Member States legal restrictions exist:
-nature reserves & national Parks
-nationally of locally protected species
-Bern Convention & Habitats Directive species

The EU regulation
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The EU regulation 

Art. 3 defines important terminology:
 “user”, genetic material, “use” (utilization in NP), genetic 

resource, Internationally recognized Certificate of 
Compliance”

>>Internationally recognized Certificate of Compliance”: a 
permit issued by the Competent National Authority in 
accordance with art. 6 (sub. 3e) of the Nagoya Protocol

The EU regulation
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Art. 4 mentions another (legal!) term: “Due Diligence”:  

Due Diligence here means that when you access 
biodiversity, you are expected to know and understand 
every aspect of it in relation to the NP, and do whatever 
you are bound to do, to comply with the rules of access

The EU regulation
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The EU regulation 

Art. 4 Obligation of users

A seek, keep and transfer to subsequent users information 
on:

1.Date and place of access of genetic resources
2.Description of genetic resources
3.Source from which the resources or the knowledge 

were directly obtained 
4.Presence or absence of rights and obligations related 

to access and benefit-sharing
5.access decisions (PIC) and mutually agreed terms 

(MAT), where applicable;

The EU regulation
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The EU regulation 

Art. 4 Obligation of users (2)

B Obtain additional information or evidence where 
uncertainties about the legality of access and use 
persist, and

C obtain a proper access permit, establish mutually 
agreed terms, or discontinue the use where it 

appears that access was not in accordance with 
applicable access and benefit-sharing legislation or 
regulatory requirements
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The EU regulation 

Art. 5 Union Trusted Collections

In principle open for all collection organizations. 

• Criteria to obtain this recognition
>methodical implementation, Due Diligence!

• Less paperwork for Union Trusted Collections 
>potentially advantageous for botanic gardens 

result of the lobby work of esp. IPEN
 NOT supported by the EP, and some Member States
uncertain if still in the final agreement!!
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The EU regulation 

Art. 6 Competent authorities and focal points

Competent Authorities: the individual Member States 

Art. 7 Monitoring user compliance

Member States will monitor user compliance
> e.g. funding of public research, involving use of 

genetic resources, may depend on proof of Due 
Diligence 

The EU regulation
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The EU regulation 

Art. 8 Best practices

When a system of procedures, tools & mechanisms, 
developed by an association of users, is accepted by the 
EC as sufficient to guarantee user compliance as 
described in art. 4 & 7, such a system will be accepted 
by the EC as Best Practice procedure. 

> IPEN may be accepted as a Best Practice system 
-will depend on how well IPEN rules cover regulation 
requirements

The EU regulation
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The EU regulation 

Art. 9 Checks on user compliance

Regular checks by Competent Authority (national 
government)

Examination of:

 Measures by user to achieve Due Diligence

 Documents and records in relation to specific activities

 On the spot checks (e.g. in the botanic garden)

The EU regulation
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The EU regulation 

Art. 11 Penalties

• Member States shall lay down the rules on penalties 
applicable to infringements of the provisions of 
Articles 4 and 7 of this Regulation

• Penalties must be effective, proportionate and 
dissuasive 
>Those penalties may include:

(a) fines
(b) immediate suspension of specific use 
activities;
(c) confiscation of illegally acquired genetic 
resources.

The EU regulation
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Timelines: Nagoya Protocol

• Agreed in Nagoya, October 2010
• Will come into force in 2014 (?) 90 days after 50th

ratification

• Will be implemented in the EU by the EU Regulation 
on Access to Genetic Resources and the Fair and 
Equitable Sharing of Benefits Arising from their 
Utilization in the Union
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Timelines: EU regulation
• Currently under review by European Parliament & 
Member States

• Then decision after debate between EP & Council

• Must be agreed before the NP comes into force

• Ratification by EU and M.S.’s is vital (urgency!)
>This will allow the EU and its Member States to 
ratify the NP for voting right at the first COP

• The EU Regulation will come into force 2 weeks after
the Nagoya Protocol has come into force and will 
apply to all access from other countries into the EU 
from that moment.
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•Thank you for your attention

The Nagoya Protocol and the upcoming EU law


