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First steps in Plant sourcing...

e Protected species (CITES, National, Regional, Local laws...)
e Properties issues (authorization of the land owner)

e Plant heath control legislations

e Custom regulations

e Regulations on Biodiversity Access and Benefit Sharing (A.B.S.)
Acceés et Partage des Avantages (A.P.A.)
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Daunting and unknown ISSUes
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Evolution of biodiversity laws {@
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UNITED NATIONS CONFEREN 3 18-29 Octa l"‘ D Nagoya, Japan
ENVIRONMENT AND DEVELOIEEEI?INT ,ﬁ",?" b vy s {

Rio de Janeiro 3-14 June 1992

Biodiversity = Genetic + biological resources
human heritage + traditional knowledge

No access Regulated access for R&D !
regulation
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Virtuous circle of the Convention on v@
Biological Diversity & Nagoya Protocol\\ 4

*TK:

Sustainable use of Traditional Knowledge

Genetic Resources or TK*

Access \ A. B . S.
A on Biological Diversity Y Access and Benefit
Rio, Brazil June 1992 \ Sharing

Nagoya Protocol
Nagoya, Japan October 2010

Biodiversity Fair and equitable
conservation Sharing of benefits
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Examples of Benefit Sharin (e
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Benefits from
the ABS — : :
of Genetic + Biodiversity conservation !
Resources
[ I I
Monetary Non-Monetary
_ [ l | |
— collecting fee Advantages Information Technology Training Joint R&D
— royalties of and Knowledge Transfer and Capacity Institutional
—research budget Social Transfer Building Capacity Building
— salanes Interest
—local employment
— Medical — Information on |: Equipment — Science — Collaboration
Assistance Biodiversity Laboratory Capacity — Partnerships
— Clinic Set up — Research — Resource — Networking
— Food Supplies resulis Management — |nvolvement
— Transport — Literature — Information of Community
— Licenses for — Research Topics Management Groups
Self-Production on Host Country — Operational
Concemns Know-how
— Handbooks in — Legal,
local language Administrative,
— Species management
Collections capacity
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Calendar of blodlversny laws

lllllllllllllllll
French law on Biodiversity (Access!)

9 August 2016

Genetic + biological resources
+ traditional knowledge

29 Decemher 1993
Free access

no regulation

Regulated access for R&D !
@ LESHEHBUHIFESHU + 90 COUﬂtrIeS have I‘atlfled
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e
Consequences for the users \g\@y
N7

e |If R&D conducted on genetic resources (art. 2c) laws of the
source country apply. Negotiate access before beginning studies.

e 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.

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

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

e |If infringement severe penalties and risks to reputation.
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Gradient of risks...

HIGHEST RISK
(LEGAL & REPUTATIONAL)

‘ Use of DNA

/ New indication(s) s

New efficiency claims

New presentation(s), quality(ies
RISK=0 EXisting use(s) (commodity)yx
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Du pillage
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The Megotiations under the
: ; United MNations Convention
! . - Einl e s agae 14
Clara Delpas aon Biological Diversity ) d Daniel F.
Préface de Jean-Marie Pelt e Robinson

BIOPIRATERIE

Quelles aiternatives ou pillage des ressources noturelles
et des savpirs ancestraux ?

B Charles Léopold Mayer

BIOPIRACY

Imitations
Not
Kolonialismus des i H
21. Jahrhunderts Innovations

Eine Einfahrung
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Examples of biopiracy accusations

Agro WR Grace India Azadirachta Fungicide
chemical (USA) . indica
BN Neemtree
Agro Monsanto India Solanum Pesticide
chemical (USA) ® melongena
I Eggplant
Agro Monsanto  Australia s Glycine max Climate
chemical (USA)  Asia Soybean adaptation
Pharma Merck Costa Rica Bioprospection
(USA) historical model agreement
Pharma Schwabe  South Africa Pelargonium Bronchitis
(Germany) >‘ sidoides rhinosinusitis
7
Pharma IRD French Guyana Quassia Malaria
(Academic)  (France) amara
I I Kouachi
Cosmetic Greentech Peru Plukenetia Skincare
(France) I"’" volubilis cream
i Sacha Inchi

Cancellation of the EU patent (OEB)

Legal action by National Biodiversity
Authority

Action against the UE patent

NGOs’ critics against insufficient
local consultations of communities

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

NGO action against the French
patent

Action against the French patent
Patent has been withdrawn

1990

2012

2015

1]

2010

2016

2009



Nagoya Protocol implementation

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,
lvory Coast, Bissau Guinea, Indonesia, Bhutan, Norway, Egypt, Myanmar, Burkina Faso, Benin,
Kenya, Guyana, Vietham, 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 ...

/ \
\f@&’ Nagoya Protocol internationally enforced on 12 October 2014
N

* X %
* *
* *
* *

L B

m Access legislation Law 42/2007
. art. 71 Application pending

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 8 August 2016
Application pending 15 o




French biodiversity access law

9 aodt 2016 JOURNAL OFFICIEL DE LA REPUBLIQUE FRANCAISE Texte 2 sur 86

LOIS

LOI n° 2016-1087 du 8 aout 2016
pour la reconquéte de la biodiversité, de la nature et des paysages (1)

e Titre V « Acces aux ressources génétiques et partage juste et
équitable des avantages » art. 37 a 46

e Loi cadre --> décrets d’application en attente

e Procédures déclarative ou d’autorisation

e Art 110.1 Code Environnement

Les espaces, ressources et milieux naturels terrestres et marins, les sites, les paysages diurnes et
nocturnes, la qualité de I'air, les étres vivants et la biodiversité font partie du patrimoine commun de
la nation. Ce patrimoine géneére des services écosystémiques et des valeurs d'usage.

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

@ Les Rencontres du
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Biodiversity access In practice 1
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Practice 2:

1 Negotiation with national

ABS Administration

Biodiversity Authorities

N 2 Prior Informed Consent (PIC)
National Focal Point User of

| 2 Mutually Agreed Terms (MAT)
National Competent Authority GR or TK

S~ Benefit Sharinc

Provider of GR or TK Access

University, company, local
community...

3 Permit delivery by National Competent Authority

4 Registration of Access permit CBD
Clearing

House

5 Conformity International Certificate (Canada)

Pierrgabre @ Lsggugrtagi



Practice 3: What Is requested by
Biodiversity Authorities?

e Description of the project / duration

e Names, roles and relationships between researchers

e Local institutions, researchers involved

e Parts confidential when applicable

e Benefit sharing monetary & non-monetary programme

- 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

@ @ Les Rencontres du
Pierre Fabre VYégétal 16/ 21



Practice 4. Sty
Recent example from French Academic S |
researchers
V. Jullian, N. Fabre.
Reproduced with permission

:’\_‘-—J 58
i PHAHMADE 4 RESOLUCION DE DIRECCION GENERAL

L UNR 152 FO-LUPS N° /</, -2016-SERFOR/DGGSPFFS

Lima, 15 ABR 2016
VISTO:

La solicitud de autorizacion para realizar investigacién cientifica con colecta de floi
silvestre fuera de Areas Naturales Protegidas y con acceso a recursos geneticos, presentada p
la sefiora Valérie Jullian, y;

CONSIDERANDO:

Que, mediante solicitud s/n, registrada el 10 de marzo de 2016, la sefiora Valérie Jullial
solicité a la Direccion General de Gestion Sostenible del Patrimonio Forestal y de Fauna Silvestr:
la autorizacion de investigacion cientifica con colecta de flora silvestre y con acceso a recursc
genéticos, como parte del Proyecto “Investigacién sobre metabolitos secundarios de ur
boraginacea peruana y sus actividades antimicrobianas”, por el periodo entre 1 de abril de 201
hasta 30 de agosto de 2017,



g

Practice 5: Reporting to the source country

FORMATO DE INFORME DE INVESTIGACION
(PARCIAL o FINAL)

Una vez culminada la investigacion autorizada, o al término de un periodo anual, los investigadores

responsables deberan revisar el cumplimiento de los compromisos asumidos, teniendo en cuenta lo
siguiente:

1) Entregar a la DGGSPFFS del SERFOR una (01) copia del informe parcial o final en idioma espafiol,
como resultado de la autorizacion otorgada, en formato impreso y soporte digital (CD), para ello adjunto
el formato de informe a presentar:

Titulo del Proyecto.

Area estudiada (indicando coordenadas geograficas para todas las zonas de colecta).
N° de Autorizacién.

Autores.

Institucion.

Resumen para ser publicado en la web del SERFOR (donde se debera sefalar los
resultados y la relevancia de lo encontrado en forma sintetizada)

Marco teorico.

Material y Métodos.

Resultados.

Discusion.

Conclusiones.

Bibliografia.

m. Anexos
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Date and Country of | . COMPLY WITH
~ "W NATIONAL LAW!

FREE
I S, access to GRorTK ?
BEFORE local Law and

BEFORE Oct. 12, 2014
BEFORE Oct. 12, 2014 and AFTER local Law
“AFTER Oct. 12, 2014
TRACABILITY ! .
EUROPEAN REGULATION 511-2014

National Access legislation in provider count

NO

.. S———
TRACEABILITY & COMPLY WITH NATIONAL
Pierre Fabre \ ACCESS LAW!

1A
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ABCD take-home messages

Access

Benefit Sharing

Compliance (EU regulation 511-2014)

Due diligence Obligation (EU Implementing Reg. 2015/1866: annex 2 & 3)

e Access to GR depends on each country which is free to regulate (or
not) access and to request Benefit Sharing

e Access to GR and TK is regulated in France since August 2016

e Users in EU need to be compliant and to respect Due Diligence
Obligation

e Implementation of Nagoya Protocol should facilitate access,
conservation and should bring legal certainty

@ Les Rencontres du
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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
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