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Session plénière: Les enjeux de la biodiversité
Lundi 16 janvier 12h20

NEW REGULATIONS FOR ACCESSING YOUR 
BIODIVERSITY SAMPLES - PRACTICAL 
CONSEQUENCES OF THE NAGOYA PROTOCOL …

Bruno DAVID
Directeur Recherche Substances Naturelles, Sourcing R&D et Botanique
Institut de Recherche Pierre Fabre. Toulouse
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• Protected species (CITES, National, Regional, Local laws…)

Legal Access?

• Regulations on Biodiversity Access and Benefit Sharing (A.B.S.)

• Properties issues (authorization of the land owner)
• Plant heath control legislations
• Custom regulations

Accès et Partage des Avantages (A.P.A.)

First steps in Plant sourcing…
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Access and Benefit Sharing

Nagoya Protocol

Prior Informed Consent

Mutually Agreed Terms

io Convention

CBD

Sovereign rights

ABS

Genetic resources

Biopiracy

PIC

MAT

InfractionBiological resources

Daunting and unknown issues

Penalties TK

Art. 8 j
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Evolution of biodiversity laws
18‐29 October 2010 Nagoya, Japan

Biodiversity =
human heritage

No access 
regulation

Genetic resources
+ traditional knowledge

regulated access !

29 December 1993 12 October 2014

Genetic + biological resources
+ traditional knowledge

Regulated access for R&D !
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Sustainable use of
Genetic Resources or TK*

Biodiversity
conservation

Fair and equitable
Sharing of benefits

Virtuous circle of the Convention on 
Biological Diversity & Nagoya Protocol

Access

Benefit Sharing

Convention on Biological Diversity
Rio, Brazil June 1992
Nagoya Protocol

Nagoya, Japan October 2010

*TK:
Traditional Knowledge

A.B.S.
Access and Benefit 

Sharing
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+ Biodiversity conservation !

Examples of Benefit Sharing
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Genetic + biological resources
+ traditional knowledge

Regulated access for R&D !

Calendar of biodiversity laws

Free access
no regulation

Genetic resources
+ traditional knowledge

regulated access !
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29 December 1993 12 October 2014 9 August 2016

1998
2000

2004

2002

+ 90 countries have ratified 
the Nagoya Porotocol
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Consequences for the users
• If R&D conducted on genetic resources (art. 2c) laws of the 
source country apply. Negotiate access before beginning studies.

• Biodiversity (plants, animals, microorganisms and fungi) is under 
the sovereignty of host nations, which are free to put in place 
more or less restrictive regulations.

• Antarctic + international waters, human body are "OUT".

• "Nagoya compliance", controls and sanctions by member states 
on their territory.

• If infringement severe penalties and risks to reputation.
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Gradient of risks…

New presentation(s), quality(ies)
New formulation(s)

New efficiency claims
New indication(s)
New compounds

Patent
Bioprospection

Use of DNA

TKHIGHEST RISK
(LEGAL & REPUTATIONAL)

HIGHEST RISK
(LEGAL & REPUTATIONAL)

RISK = 0RISK = 0 E x i s t i n g    u s e (s)   (c o m m o d i t y)
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illegality / illegitimacy ?
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Examples of biopiracy accusations

Sector Company
Institution 

Source 
Country

Plant Use Legal action Date 

Pharma Merck
(USA)

Costa Rica Bioprospection
historical model agreement 

NGOs’ critics against insufficient 
local consultations of communities

1991

Pharma Schwabe
(Germany)

South Africa Pelargonium 
sidoides

Bronchitis
rhinosinusitis

Cancellation of the EU patent (OEB)
Action on liability in Africa

2010

Pharma
(Academic)

IRD 
(France)

French Guyana Quassia
amara

Kouachi

Malaria NGO action against the French 
patent

2016

Sector Company Source 
Country

Plant Use Legal action Date 

Cosmetic Greentech
(France)

Peru Plukenetia
volubilis

Sacha Inchi

Skincare
cream

Action against the French patent 
Patent has been withdrawn

2009

Sector Company Source 
Country

Plant Use Legal action Date 

Agro
chemical

WR Grace
(USA)

India Azadirachta
indica

Neem tree

Fungicide Cancellation of the EU patent (OEB) 1990

Agro
chemical

Monsanto
(USA)

India Solanum
melongena
Eggplant

Pesticide Legal action by National Biodiversity 
Authority

2012

Agro
chemical

Monsanto
(USA)

Australia
Asia

Glycine max
Soybean

Climate 
adaptation

Action against the UE patent 2015
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Pre-Nagoya access regulations: Brazil, India, South Africa, Peru, …

Nagoya access regulations (92 + EU):
Gabon, Jordan, Rwanda, Seychelles, Mexico, Laos, India, Fiji, Ethiopia, Panama, Mauritius, 
South Africa, Albania, Micronesia, Botswana, Syria, Mongolia, Comoros, Honduras, Tajikistan, 
Ivory Coast, Bissau Guinea, Indonesia, Bhutan, Norway, Egypt, Myanmar, Burkina Faso, Benin, 
Kenya, Guyana, Vietnam, Hungary, Denmark, Namibia, European Union (16 May 2014), Samoa, 
Spain, Guatemala, Uganda, Belarus, Vanuatu, Niger, Burundi, Gambia, Madagascar, 
Mozambique, Sudan, Peru, Switzerland, Uruguay (14 July 2014), Malawi, United Arab Emirates, 
Guinea, Marshall Islands, Lesotho, Dominican Republic, Cambodia, DR Congo, Congo, 
Kyrgyzstan, Kazakhstan, Liberia, Mauritania, Croatia, Cuba, Philippines, Djibouti, Pakistan, 
Slovakia, Togo, UK, Senegal, Germany, Czech Republic, Zambia, Finland, China, Belgium, 
Bulgaria, Netherlands, Moldova, France, Mali, Sweden, Swaziland, Bolivia, Luxembourg, Sierra 
Leone, Cameroon, Malta, Argentina, Antigua and Barbuda …

Nagoya Protocol implementation

Access legislation 8 August 2016
Application pending

Nagoya Protocol internationally enforced on 12 October 2014

European Regulation on Compliance 20 May 2014 (Official Journal 
of the European Union). All articles (including 4, 7 & 9)
applicable since 12 October 2015

Access legislation Law 42/2007
art. 71 Application pending
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• Titre V « Accès aux ressources génétiques et partage juste et 
équitable des avantages »  art. 37 à 46

• Loi cadre ‐‐> décrets d’application en attente

• Procédures déclarative ou d’autorisation
• Art 110.1 Code Environnement
Les espaces, ressources et milieux naturels terrestres et marins, les sites, les paysages diurnes et 
nocturnes, la qualité de l'air, les êtres vivants et la biodiversité font partie du patrimoine commun de 
la nation. Ce patrimoine génère des services écosystémiques et des valeurs d'usage.

• Sanctions :
1 an d'emprisonnement et 150 000 € d'amende
Amende portée à 1 million d'euros en cas d'utilisation commerciale illicite

French biodiversity access law
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Biodiversity access in practice 1
www.cbd.int

1 2

3

4

5 (Focal points)
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Biodiversity Authorities

National Focal Point

National Competent Authority

Provider of GR or TK
University, company, local 

community…

User of

GR or TK

2 Prior Informed Consent (PIC)

2 Mutually Agreed Terms (MAT)

Access

Benefit Sharing

3 Permit delivery by National Competent Authority

4 Registration of Access permit

5 Conformity International Certificate 

CBD
Clearing
House

(Canada)

1 Negotiation with national 
ABS Administration

Practice 2:
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• Description of the project / duration
• Names, roles and relationships between researchers
• Local institutions, researchers involved
• Parts confidential when applicable
• Benefit sharing monetary & non‐monetary programme

Practice 3: What is requested by
Biodiversity Authorities?

 Access Permit for the detailed project and researchers 
(No change of intent, participants…)

 Duration/ date of issuance, date of expiry
 Reporting on the results
 Milestones & Benefit Sharing
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Practice 4:
Recent example from French Academic 

researchers
V. Jullian, N. Fabre.

Reproduced with permission
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Practice 5: Reporting to the source country
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Date and Country of 
access to GR or TK ?

National Access legislation in provider country ?

BEFORE local Law and
BEFORE Oct. 12, 2014

YES

TRACEABILITY
& FREE ACCESS

COMPLY WITH 
NATIONAL LAW!FREE 

ACCESS

BEFORE Oct. 12, 2014 
and AFTER local Law

NO
TRACEABILITY

& COMPLY  WITH NATIONAL  
ACCESS LAW!

AFTER Oct. 12, 2014
TRAÇABILITY !

+
EUROPEAN REGULATION 511-2014

In practice 6: use of samples
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Access
Benefit Sharing
Compliance (EU regulation 511‐2014)
Due diligence Obligation (EU Implementing Reg. 2015/1866: annex 2 & 3)

• Access to GR depends on each country which is free to regulate (or 
not) access and to request Benefit Sharing
• Access to GR and TK is regulated in France since August 2016
• Users in EU need to be compliant and to respect Due Diligence 
Obligation
• Implementation of Nagoya Protocol should facilitate access, 
conservation and should bring legal certainty

ABCD take-home messages
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To go further…
Convention on Biodiversity: www.cbd.int/doc/legal/cbd‐en.pdf

Nagoya Protocol: www.cbd.int/abs/doc/protocol/nagoya‐protocol‐en.pdf

Practical information on Countries: https://absch.cbd.int

European Regulation No 511/2014:
http://eur‐lex.europa.eu/legal‐content/EN/TXT/PDF/?uri=CELEX:32014R0511&from=EN

Compliance measures of Regulation No 511/2014:
http://eur‐lex.europa.eu/legal‐content/EN/TXT/PDF/?uri=CELEX:32015R1866&from=EN

French Biodiversity law 8 August 2017
https://www.legifrance.gouv.fr/jo_pdf.do?id=JORFTEXT000033016237


