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Convention on Biological Diversity CBD

Text available at: http://www.biodiv.org/convention/articles.asp
The Convention on Biological Diversity (CBD) was established to support the conservation and utilisation of biodiversity ensuring fair and equitable sharing of benefits arising from the latter and was implemented in 1993. The CBD assigns sovereign rights to the country of origin and requires that Prior Informed Consent (PIC) is received from the country in which access to organisms is requested. Mutually Agreed Terms (MAT) on the conditions under which access is granted and on which benefits will be shared should they accrue from the use of the organisms must be put in place. Benefit sharing may include monetary elements but may also include information, technology transfer and training. The supply of organisms must also be under agreed terms under Material Transfer Agreements (MTA) between supplier and recipient to ensure benefit sharing with, at least, the country of origin. This is a significant role for Biological Resource Centres potentially bearing critical responsibilities to ensure traceability. Many Culture Collections have operated benefit sharing since they began giving organisms in exchange for deposits and re-supplying the depositor with the strain if they require a replacement.  

An EU DG XII project, Microorganisms Sustainable Use and Access Regulation International Code of Conduct (MOSAICC) (http://www.belspo.be/bccm/mosaicc/) has produced a standard procedure to facilitate access to genetic resources whilst adhering to the provisions of the CBD and National and International law governing the distribution of microorganisms (Davison et al. 1998).

Many countries are putting in place legislation to control access to their genetic resources. This normally includes certification processes and can help by identifying the relevant authorities for PIC and help set the terms and conditions of access. Information on the implementation of the CBD and legislation is becoming more freely available through country CBD National Contact and Focal Points http://www.biodiv.org. A key development is the endorsement of a voluntary code of conduct for access and benefit sharing the Bonn Guidelines

http://www.biodiv.org/programmes/socio-eco/benefit/bonn.asp



Microorganisms were not the main consideration under the CBD and they require special consideration for several reasons:

· Many replicate in vitro
· Often samples can be taken without affecting the population in situ
· They are ideal for ex situ conservation

· They are ubiquitous

Objectives of the CBD

1. Conservation of biodiversity

2. Sustainable development of genetic resources

3. Fair and equitable sharing of resultant benefits

The CBD is ratified by over 185 countries.  

What the CBD requires

· Develop national strategies (Article 6)

· Identification and monitoring of biodiversity (Article 7)

· Promote the wider application of the knowledge, innovations and practices of indigenous and local communities with their approval and involvement and encourage the equitable sharing of the benefits arising from the utilisation of the knowledge, innovations and practices of indigenous and local communities (Article 8).

· Ex situ conservation, preferably in-country (Article 9)

· Incentive measures to be adopted, economically and socially sound for the conservation and sustainable use of biodiversity (Article 11)

· Establishment of education and training programmes for identification, conservation and sustainable use of biodiversity with attention to the needs of developing countries (Article 12)

· Promotion of research and the use of scientific advances (Article 12)

· Access to genetic resources, sovereign rights over resources is given to the country of origin with the understanding that they will allow access for environmentally sound use (Article 15)

· The CBD is not retrospective (operates after December 1993) (Article 15)

· Access, where granted, to be on mutually agreed terms (Article 15)

· Where possible research on genetic resources should be in the country of origin (Article 15)

· Fair and equitable sharing of benefits arising from commercial and other utilisation of genetic resources (Article 15)

· Access to, and transfer of, technology – a two way flow of technology is encouraged, high technology and taxonomic expertise balanced with in-country traditional knowledge (Article 16)

· Fair and equitable sharing of benefits on mutually agreed terms (Article 16)

· CBD is supportive of patent rules and IPR

· Exchange of information (Article 17)

· Technical and Scientific Co-operation (Article 18)

· Effective participation of providers of biodiversity in biotechnology research and the distribution of its benefits on mutually agreed terms (Article 19)

Culture Collections must put in place mechanisms to comply with the spirit and provisions of the Convention covering:

· Collection

· Use

· Distribution

Receipt of strains for identification and/or deposit in living and dried collections 

The CBD requires that Prior Informed Consent (PIC) is obtained before access is granted to genetic resources.  The PIC will also include mutually agreed terms on how the genetic material can be used which will not only cover potential exploitation but also whether it can be passed on to third parties and for example, deposited in a service Culture Collection either within or outside the country of origin. A Culture Collection who wishes to operate within the CBD is therefore obliged to enquire if the sender or depositor of material has obtained PIC and on what terms the Culture Collection receives the material.

A Culture Collection can include a request for this information under its Acceptance Criteria on its Identification Request/Accession Form.  Example text could be:

Under the CBD a Culture Collection is obliged to ask senders if any of the material being sent in for deposit was collected after December 1993. If that is the case you need to inform us if prior informed consent was received to collect it. This should have been obtained from the landowner and/or a relevant national authority. The sender also needs to establish whether they have the authority to deposit their collections in a Culture Collection and if there are conditions regarding third party supply described in the PIC.  Where possible copy of the PIC or the resp. reference number should be provided.

The onus can be placed with the sender to ensure that they can deposit the strain with a Culture Collection under the following signed declaration:

Specimens and cultures are submitted on the understanding that the Culture Collection retains all rights to use or dispose of these in any manner it deems appropriate unless contrary instructions are received at the time of submission.

A Culture Collection would utilise such materials in compliance with the CBD. 

To date there are not many declared PIC authorities worldwide and it is difficult for a collector to know whom to ask for access and use permission. However, the minimum requirement must be that there is an established collaborative agreement between a Government institution of the source country and the collector, which includes terms on how genetic materials can be utilised.  It is also difficult for a Culture Collection to confirm such information once received but until international codes of practice are laid down a Culture Collection’s procedures must make reasonable efforts to operate within the CBD. The Bonn Guidelines lay down a voluntary code of practice for access and benefit sharing which a Culture Collection should adopt as part of its procedures.

Currently depositors who contact the Culture Collection direct are requested to inform the Culture Collection on what terms it receives material. They are also required to fill out the Culture Collection Identification/Accession Request Form. A Culture Collection does not generally want material that cannot be distributed freely and utilised by third parties unless it is part of its patent or safe deposit schemes.

Supply of strains

A Culture Collection must ensure that it informs the recipient of material of the country of origin and any mutually agreed terms in the PIC. It must also include such information in a Material Transfer Agreement (MTA).  The MTA need not be onerous if the genetic resource is being supplied for research and the furtherance of science only.  In such a case the recipient must agree to do this. Such agreement may be put in place for every individual supply or a blanket agreement can be put in place. The former could be a statement in conditions of sale. The latter may be covered by supply agreement including a declaration, which may state:

It is agreed that ownership will not be claimed over the genetic resources received from the Culture Collection, nor to seek intellectual property rights over them or related information. In case of commercial utilization or exploitation of these resources, suitable and adequate recompense as required by the Convention on Biological Diversity will first be discussed with the Culture Collection and/or country of origin.

It is also agreed that the genetic resource(s)concerned are not distributed outside the own organization without written consent of the Culture Collection. In that case the recipient will bound by the same provision.


Where a user wishes to commercialise an organism or a derivative of the organism the Culture Collection should refer the user to the country of origin authority or it may negotiate a specific agreement based on the content recommended by the Bonn Guidelines. Generally such agreements have blanket coverage of all materials supplied by the Culture Collection. Where monetary rewards are negotiated on materials from other countries these will be shared, where required by the country of origin’s access legislation, with that country fairly and equitably.

Sharing of benefits

All deposits in a Culture Collection are held on behalf of the country of origin. A Culture Collection adds value to received and collected biological material, through purification, expert preparation, authoritative identification, description, determination of biochemical and other characteristics, comparison with related material, safe and effective storage/preservation, evaluation of value for biological control uses, and indication of importance of beneficial and detrimental attributes. When so agreed with the originator, a Culture Collection assumes the right to utilize the material for the benefit of the Culture Collection as required by the CBD. A Culture Collection complies with national legislation governing rights over natural resources, operates within the CBD, assists national institutions to understand, characterise and utilize its biological diversity, maintains collections on their behalf making the materials and information available. 

A Culture Collection provides samples of deposited organisms free of charge to the depositor.  It participates in capacity building projects to help establish facilities and expertise in-country to maintain ex situ collections and keeps pace with developments in access and benefit sharing to meet the requirements of the Convention on Biological Diversity.  

Material Transfer Agreement (MTA) contents check list

1. Accompanying terms



Existing PIC terms and existing previous MTA terms

2. Basic terms 

· Description of MGRs (country of origin, place and date of isolation, identification data, name of the individual that has isolated the strain from in situ conditions or, for lack of individual’s name, the name of the institution (legal entity) that employed the individual at the time of the isolation of the strain);

· Bona fide and sustainable use, following the CBD principles;

· Clause governing the payment of the costs of handling;

· Type of transfer : transfer where distribution to third parties is excluded  or is possible 

     
(the choice between these two options is subordinate to the kind of use)

(when distribution is possible look for sub-choice between limited or monitored distribution).

3. Use-specific terms


Category 1: Use for test, reference, bioassay, control and training purposes.

· No commercial use;

· The recipient has to follow the protocols of standard test and reference procedure;

· No IPR on MGRs, derived technology and information.

Category 2: Use for research purposes 

· No commercial use;

· No IPR on MGRs, derived technology and information;

· Scientific feedback: publications will mention provider and country of origin.

Category 3 : Commercial use 

· Terms on IPR, information feedback about patent application;

· Need for more precise terms for benefit sharing (see additional terms).

4. Additional terms

· IPR related to MGRs and derived technology


IPR-ownership of the MGRs 


IPR-ownership of the derived technology

· Terms on training, technical and scientific co-operation, access to and transfer of technology, exchange of information and publication policy. Terms providing possibilities for capacity building in taxonomy and general microbiology for the provider of microbial genetic resources should be emphasised and prioritised to less scientific, less durable compensations such as financial arrangements.

· Conservation of MGRs

· Partnerships involving other stakeholders than provider and recipient of MGRs, including indigenous and local communitiesTC "II.5. Partnerships with indigenous and local communities" \l 1
· Monetary terms:
Initial, up-front payment

 
Royalty payments

CBD Compliance Check List

Has PIC been obtained?

Record terms of deposit and supply on the genetic resource record.

Record country of origin and, where known, details of the PIC Authority

Supply only to recipients who will comply with the requirements of the CBD, according to best knowledge

Supply all strains under a material transfer agreement (MTA), which includes conditions of access, terms for benefit sharing and conditions of use a further supply to third parties/forbid supply to third parties 

Relevant Treaties, Directives or legislation

	Treaty/Directive/legislation
	Requirement
	Existing BRC protocols

	Andean Pact Decision 391: Common System on Access to Genetic Resources
	PIC; MTA
	MOSAICC

OECD Mandatory Guidance for BRCs

	ASEAN Framework Agreement on Access to Biological and Genetic Resources
	PIC; MTA
	MOSAICC

OECD Mandatory Guidance for BRCs

	Bonn Guidelines on Access to Genetic Resources and Fair and Equitable Sharing of the Benefits Arising out of their Utilization
	PIC; MTA
	MOSAICC

OECD Mandatory Guidance for BRCs

	Cartagena Protocol to the Convention on Biological Diversity
	Risk Assessment

Control of access and distribution
	

	CITES (Convention on International Trade in Endangered Species)
	PIC; MTA
	MOSAICC

	Convention on Biological Diversity
	PIC; MTA
	OECD Mandatory Guidance for BRCs

	FAO Global Plan of Action for the conservation and sustainable use of plant genetic resources for food and agriculture
	
	

	FAO International Treaty on Plant Genetic Resources for Food and Agriculture
	
	

	Global Plan of Action for the Conservation and Sustainable Use of Plant Genetic Resources for Food and Agriculture
	
	

	OAU Model Agreement for the protection of the rights of local communities, farmers and breeders, and for the regulation of access to biological resources
	PIC; MTA
	

	Protocol on Environment Protection to the Antarctic Treaty (UNEP)
	
	

	SADC (Southern African Development Community) Seed Initiative
	
	

	Specify Bonn Guidelines on access and benefit sharing which fall within the CBD
	PIC; MTA
	OECD Mandatory Guidance for BRCs

	Sub-Saharan Africa Seed Initiative
	
	

	Universal Declaration on the Human Genome and Human Rights
	
	


Example Material Transfer Agreement

Introductory Provisions

Preamble

1. The Microorganisms received under this Material Transfer Agreement (MTA) will be used in a bona fide and sustainable way, and this in full respect of the principles laid down in the Convention on Biological Diversity (CBD). Nothing in this agreement shall be construed as changing the rights and obligations of Parties under the CBD. The agreement fully complies with Article 15 of the CBD, which recognises the sovereign rights of States over their natural resources. Access to the genetic resources is subject to Prior Informed Consent (PIC).  Materials are provided under this agreement on the understanding that they were collected either before the CBD came into force or with PIC (where procedures are in place and recognised authorities exist) and that copies of any agreements (PIC MAT, MTA) are supplied with the cultures. The Recipient of the genetic resource must not transfer the strains under the terms of this agreement to a third party unless otherwise agreed and terms and conditions laid down for their use. 

Parties to this agreement:

The provider: Culture Collection

The recipient: 
Objectives of use of genetic resources provided under this agreement

· Access to the preserved organisms in compliance with the CBD

· Enable their utilisation to the benefit of humankind whilst respecting the spirit of the CBD and the rights of stakeholders.

In this Agreement the following expressions shall have the following meanings:

1.1
“Cultures” includes, but is not limited to, fungi and bacteria or other fungal or bacterial material and any other material of other origin and the genetic resources contained therein;

1.2
“Commercialise” and “Commercialisation” means the use or exploitation of genetic resources, their progeny or Derivatives, with the object of, or resulting in, financial gain, and includes but is not limited to the following activities: sale, applying for, obtaining or transferring intellectual property rights or other tangible or intangible rights by sale or licence or in any other manner, commencement of product development, conducting market research, and seeking pre-market approval;
1.3
“Derivatives” include, but are not limited to, modified or unmodified extracts and any compounds or chemical structures based on or derived from genetic resources and their progeny, including analogues;

1.4
“Genetic Resources” mean any material of fungal, microbial or other origin containing functional units of heredity of actual or potential value;

1.5
“Material” shall mean the microbial, or fungal biological material transferred under this Agreement;

1.6
“Third Party” shall mean any person other than Recipient of the genetic resource and the supplying collection.

Access and benefit-sharing provisions

Description of the genetic resources covered

2.
The holdings of the Collection available for supply

Use

3.
Permitted uses of the genetic resources

i. Research

ii. Commercialisation

Intellectual Property Rights

4.
The user may seek Intellectual Property Rights and protection of this, for example under Patent Law, providing the terms on benefit sharing are met.

Terms on benefit sharing

5.
The benefits can either be monetary or non-monetary and are listed below:

Monetary benefits:

5.1
The recipient agrees to provide the collection and the country of origin an agreed royalty on the profits made as a result of the exploitation of the genetic resource provided. 

Non-monetary benefits:

5.2
Collaboration in scientific research and development programmes, particularly taxonomic and biotechnological research activities

5.3
Collaboration in education and training

5.4
Provision of scientific information relevant to conservation and sustainable utilisation of the materials provided

Third parties – entitlement to transfer to third parties is not always given

6.
The recipient may supply any Genetic Resources, their progeny or Derivatives, to a Third Party and will use its best efforts to ensure that such Third Party has entered into a written agreement containing conditions no less restrictive than those contained in this Agreement, including the conditions on benefit-sharing, publication, Commercialisation and supply of Genetic Resources, their progeny or Derivatives, and providing that such Third Party shall not supply such Genetic Resources, their progeny or Derivatives, to any other Third Party (a “Subsequent Recipient”) unless such Subsequent Recipient has entered into a legally binding written agreement containing conditions no less restrictive than those contained in this Agreement, including the conditions on benefit-sharing, publication, Commercialisation and supply of Genetic Resources, their progeny or Derivatives.

6.1
Materials are transferred to third parties under the following typical conditions:

That the third party recipient does not exploit the materials commercially and under the following supply agreement:

I/we agree not to claim ownership over the microorganisms received nor to seek intellectual property rights over them or related information.  If we wish to utilize or exploit such organisms commercially, suitable and adequate recompense in the spirit of the Convention on Biological Diversity will first be discussed with stakeholders and country of origin.

I/We also agree to ensure that any subsequent person or institution to whom I/we make samples of the microorganism available, is bound by the same provision.


Or

6.2
A MTA containing the mutually agreed terms of this MTA plus terms recognising the role of the supplying collection as a stakeholder in the exploitation of the genetic resource.  This role includes:

adding value to received and collected biological material, through purification, expert preparation, authoritative identification, description, determination of biochemical and other characteristics, comparison with related material, safe and effective storage/preservation, evaluation of value for biological control uses, and indication of importance of beneficial and detrimental attributes.  In some instances this may extend to the development of a marketable product.

Compliance with the MTA

7.
The provider and the user agree to comply with the mutually agreed terms of this MTA and will require any third party given access to samples of this material to comply.

Legal provisions

8.1
This Agreement shall be in effect from ___________________________ and  shall extend for a term of ten (10) years after such date unless the parties reach prior agreement to new terms.  The obligations and rights contained in Clauses 2, 3, 4, 5.1, 6 and 7 herein shall survive the expiration or other termination of this Agreement.

8.2
Notwithstanding clause 8.1 above, either party to this Agreement may give six months notice to the other party to terminate this Agreement.

8.3
On termination of the agreement materials subject to the agreement should either be returned to the provider by the recipient or destroyed.

8.4
Neither party shall be liable to the other party for any delay or non-performance of its obligations under this Agreement arising from any cause beyond its reasonable control including, without limitation, any of the following: Act of God, governmental act, war, fire, flood, explosion, civil commotion or industrial disputes of a Third Party or impossibility of obtaining gas or electricity or materials.  Subject to the affected party promptly notifying the other party in writing of the cause and the likely duration of the cause, the performance of the affected party’s obligations, to the extent affected by the cause, shall be suspended during the period the cause persists.  

8.5
Any dispute, difference or question between the parties arising under this Agreement shall be referred to an arbitrator to be agreed between the parties or, in default of agreement.

8.6
Any notice or other document to be served under this Agreement may be delivered or sent by prepaid air mail or by fax to the party to be served at the below address or at such other address as it may have notified to the other party in accordance with this clause.  Any notice shall be marked for the attention of the person and at the address indicated below:

Recipient:


Name:
   
[Insert name]


        


Position:  
[Insert title]


        


Address: 
[Insert address]

Collection:  


Name:  
[Insert name]




         
Position:  
[Insert title] 




         
Address:  
[Insert address]

Any notice or document shall be deemed to have been served (a) if delivered, at the time of delivery; or (b) if posted by air mail, at 10:00 a.m. on the fifth business day after it was put in the post; or (c) if sent by fax at the expiration of two hours after the time of despatch if despatched before 3:00 p.m. (local time of destination) or at 10:00 a.m. (local time) on the next business day after despatch in any other case.

8.6
The provisions of this Agreement constitute the entire Agreement between the parties relating to the subject matter and the parties do not make any representations or warranties except those contained in this Agreement.  The Agreement shall not be considered extended, cancelled or amended in any respect unless done so in writing signed on behalf of the parties hereto.

8.7
This Agreement is personal to the parties and none of the rights or the obligations under this Agreement may be assigned or transferred without the prior written consent of the other party.

8.8
The provisions contained in each clause and sub-clause of this Agreement shall be enforceable independently of each of the others and its validity shall not be affected if any of the others is invalid.  If any of these provisions is void and would be valid if some part of the provision were deleted, the provision in question shall apply with such modification as may be necessary to make it valid.

8.9
Nothing contained in this Agreement shall constitute a partnership between Recipeint of the genetic resource and the supplying collection or constitute either of them the agent of the other.

8.10
This Agreement is governed by and shall be construed in accordance with English law.

8.11
This Agreement may be executed in any number of counterparts, all of which, taken together, shall constitute one and the same agreement.

Confidentiality clause

9.
All work carried out for the recipient of the genetic resource is to be treated as strictly confidential. This applies to all requests for strains, safe and patent deposits, preservation protocol design, preservation contracts and to the fact that the product or service was requested.

Signed for and on behalf of 
Signed for and on behalf of

Biological Resource Centre

Name:
_____________________
Name:


Signature: _____________________
Signature:
___________________
Position:
Purchasing manager
Position:


Date:
_____________________
Date:            ___________________
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