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Note

The designations employed and the presentation of the material do not imply the expression of any opinion on
the part of the United Nations concerning the legal status of any country, territory, city or area, or of authorities or
concerning the delimitation of its frontiers or boundaries.

The opinions in this handbook are of the authors and do not represent the position of the United Nations,
its Member States or any of the institutions mentioned.

Material in this publication may be freely quoted or reprinted, but acknowledgement is requested, together with
a copy of the publication containing the quotation or reprint to be sent to the UNCTAD secretariat.

This publication has been edited externally.

For further information on UNCTAD’s BioTrade Initiative please consult the following website:
http://www.unctad.org/biotrade or contact: biotrade@unctad.org

Acknowledgements

This handbook was prepared by Manuel Ruiz Muller, Director and Principal Researcher, International Affairs and
Biodiversity Program of the Peruvian Society for Environmental Law; David Vivas Eugui, Legal Officer, DITC/TED,
UNCTAD; Maria Julia Oliva, Senior Adviser on Access and Benefit Sharing, Union for Ethical BioTrade (UEBT);
and Veronique Rossow, Head of Research and Development, PhytoTrade Africa (PTA).

The following authors have contributed the following case studies:

e Using geographical indications to protect local plant varieties: The Geneva thorny cardoon by Marco
D’Alessandro (Swiss Federal Institute of Intellectual Property);

¢ BioTrade and ABS: Medicinal plants in Viet Nam by Maria Julia Oliva (UEBT);
e BioTrade and ABS: Echinops giganteus in Cameroon by Maria Julia Oliva (UEBT);

¢ Bringing Colombian biodiversity to the world by German Schéfer, Jessica Andrade, Jaime Gonzalez (Bioprocol,
Bioprocesos de Colombia S.A.S. - Biodiverse Chemistry), David Vivas Eugui and Mariona Cusi (UNCTAD);

¢ ABS and BioTrade at work: Facilitating the importation of fresh plants from Namibia to the European Union by
Veronique Rossow (PhytoTrade Africa);

e The case of Cosmo International Ingredients in Peru by Jessica Garcia (Cosmo Ingredients S.A.C., Peru),
Lea Mazzina (Cosmo, France) and Astrid Pelaez (Cosmo, Colombia).

Maria Durleva and Mariona Cusi have also substantially supported the team of experts in preparing this
publication including in the preparation of the executive summary. This publication has been edited by
Vivien Stone, Etchingham, UK. Cover and text formatted for publication by Sarah Thompson, Watermark Creative.

The handbook has greatly benefited from peer reviews and substantive inputs by: Kiyoshi Adachi (UNCTAD);
Paolo Bifani (Universidad Autonoma de Madrid); Franziska Bosshard (national focal point Nagoya Protocol,
Federal Office for the Environment, Switzerland); Beatriz Gémez-Castro (Secretariat of the CBD); Lorena Jaramillo
(UNCTAD); Hartmut Meyer (GlZ); Valérie Normand (Secretariat of the CBD); Olivier Rukundo (former member of
the Secretariat of the CBD and consultant to International Development Law Organization, ABS Initiative and
World Intellectual Property Organization); and Trang Thi Huong Tran (UNCTAD consultant and independent legal
advisor of BioTrade Interest Group, Viet Nam).

UNCTAD gratefully acknowledges the support of the Swiss State Secretariat for Economic Affairs SECO for the third
phase of the BioTrade Facilitation Programme (BTFP Ill), under whose framework this scoping study was prepared.

UNCTAD/DITC/TED/2017/6
UNITED NATIONS PUBLICATION
Copyright © United Nations, 2017

All rights reserved




Contents i

b
-

d

o

=

o

N

Contents

Purpose of the NanNdDOOK..........ccoiiiii i, Vv
Acronyms and abhrEVIAIONS .........iieccee e vi
EXE@CULIVE SUMIMAIY ...t e e e e e e e e e e e e vii
AN INTRODUCTION TO BIOTRADE AND ACCESS AND BENEFIT SHARING ............................ 1
1.1 The Key priNCIPIES Of ABS.....ii it e e et a e e e e et e e e e e e e raarrraaeeas 1
1.2 What is new under the Nagoya Protocol 0N ABS?.........uiiiiiiiiii et aa e 2
1.3 The emergencCe Of BIOTIAE .. ..uuuuuuieii s s s a e e a s e s s e s s e a e e a e e s e e e aa e e e anaaaaaaaaas 3
PRELIMINARY ISSUES FOR CONSIDERATION BY POLICYMAKERS AND REGULATORS .......... 5
2.1 Assessing the project, business and enterprise of an aCtiVity ..o 6
2.2 Understanding BioTrade and ABS regulations: SCOpe and COVEIrage .........couiuiiiiriiieiiiiiiiiiiiieeeaaaniinens 6
2.3 Clear and transparent ABS requirements and ConditionS............ccccccviii 7
2.4 BiOTrade VS DIOITAAE ..vviiieiiiciiiiiii et e e et e e e e ettt e e e e e e a bt e e e e e e e b 7
2.5 Understanding the dynamic nature of R&D processes and benefit sharing across different sectors ....... 8
2.6 The impact of the Nagoya Protocol on the private SeCtor ... 10
2.7 National databases and knowledge management ..........ovviiiiiiiiii 11
INTERACTION AND SYNERGIES BETWEEN CONCEPTS AND REQUIREMENTS OF ABS
AND BIOTRADE. ... e e e e s 14
3.1 ABS and BioTrade: Where pathways Start CrOSSING ........cciiiiiiiiiiee ettt ae e e 15
3.2 Distinctions and overlap between activities governed by BioTrade and ABS prinCiples ............cccvveene.. 18
RESEARCH OBJECTIVES AND CHANGES IN INTENTION ..., 23
4.1 Factors influencing the definition Of “R&D” ......uuiiiiiiiiiiiiee e 24
4.2 WA IS RED 7.ttt ettt ettt a4 a et e ekt e ekt e et e et e et et e e 26
4.3 Research objectives and processes in SElECIEA SECIOIS ....uuuuiuiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiriiieriae e, 27
4.4 Value ChaiNS iN PrACTICE . ... et e e e e e e e e e e e e e e e e aaaaaaes 29
oI Yo o [1iTeTat= U o] a1 =T o T eTe] 0116 [T o TP 30
BENEFIT SHARING: DEVELOPMENT OF FRAMEWORKS AND NEGOTIATING CONTRACTS ..... 34
5.1 What is DENESit SNANNG? ..o e e e e e e e e e a e a e e e e 35
5.2 Benefit sharing under the Nagoya ProtOCOL...........cuvviiiiiiii 35
5.3 Enabling conditions for benefit sharing under BioTrade projects and DUSINESSES .......coevviviiiiiiiiieiiinnns 37
5.4 Other factors and conditions to promote BioTrade and enable benefit sharing..........cccccvviiiis 38
5.5 BioTrade benefit Sharing iN PraCliCe ... .uuvuiiiiiie i aa e e e 39
ADAPTING THE NAGOYA PROTOCOL: KEY CONSIDERATIONS FOR NATIONAL LEGAL
DEVELOPMENTS AND IMPLEMENTATION ..., 42
6.1 Information sharing and tranSPArENCY ........coviiiiiiiii 43
6.2 The importance of COMPlIANCE MEASUIES ........ciiiiiiiiiieie 45
6.3 Adapting national legislation, incentives for compliance and investment in ABS in BioTrade projects

2T To oW TS PSP 48
UNDERTAKING ACTIVITIES CONCERNING TRADITIONAL KNOWLEDGE AND IPLCS’
LANDSORTERRITORIES ... 51
7.1 What to look out for in projects, businesses and activities invoIVING IPLCS .........cccvviiiieiiiiiiiiiiieens 52
7.2 The role of PIC and MAT when engaging With IPLCS ......coiiiiiiiiiiiec e 53
7.3 Understanding traditional KNOWIEAGE [QWS.........oiiiiiiiiiieei e 54

7.4 Benefit sharing options When USING ATK .....uiiiee et e e e s aeeeeaanes 54



iv HANDBOOK FOR BIOTRADE AND ACCESS AND BENEFIT SHARING POLICYMAKERS AND REGULATORS

8. MOVING FORWARD: ABS AND BIOTRADE CERTIFICATION SCHEMES, STANDARDS,

METHODOLOGIES AND BEST PRACTICES ....................cooviiiii i, 58
8.1 CertifiCation SCREMIES .....coiiiiii ettt 59
8.2 The Ethical BioTrade STaNard ........cooueiiiiiiie e 59
8.3 UNCTAD methodologies, guidelines and best praCtiCeS ........uuuuiiiiiiiiiiiiiiiiiice e 61
9. THE EMERGING IMPORTANCE OF INTELLECTUAL PROPERTY IN ABS AND BIOTRADE

PROJECTS AND BUSINESSES ... e 63
9.1 Positive protection through patents and breeders’ rightS ..., 64
9.2 Positive protection through geographical indications and collective marks..........cccceeiiiiiiniiienns 64
9.3 Defensive protection Within the 1P SYSTEM.......coiiiiiic e 67
GUOSSANY ... 73
Annex 1. BioTrade and ABS: Medicinal plants in Viet Nam .......ccooooiiiiiiiii e, 76
Annex 2. BioTrade and ABS: Echinops giganteus iN CamErOON .........uuuuiiieeeiieiiiiittaeeesasiiirsraeeessassinnreaeeens 78
Annex 3. Bringing Colombian biodiversity 10 the WOrld ...........uviiiiiiii e 80
Annex 4. ABS and BioTrade at work: Facilitating the importation of fresh plants from Namibia to the

U] oY== TN 11 o TR 82
Annex 5. The case of Cosmo International INgredients in PEru .........ccvvvvieeiiiiiiiiiicce e 83
Annex 6. Sample ABS-BioTrade checklist for poliCymMakers ...........ooiiviiiiieiiiiiiiiiee e 85
Annex 7. Sample ABS-BioTrade checklist fOr regUItOrS ........uueiiiiiie e 86

RETBIBINCES ...ttt et ettt



Purpose of the handbook v

Purpose of the handbhook

This handbook seeks to orient policymakers and regulators in the development and implementation of BioTrade
and measures related to access and benefit sharing at the national level, consistent with the Nagoya Protocol on
Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization, which
entered into force in 2014.

Target audience

This handbook is mainly targeted towards policymakers and regulators in Parties to the Convention on Biodiversity
and the Nagoya Protocol and where BioTrade and ABS-related activities and projects are taking place or may
develop in the future. It may be especially relevant for countries that are in the process of defining or drafting their
national ABS frameworks and at the same time working on BioTrade projects.

How to use this handbook

The handbook is intended to facilitate the process of development of sound legal, regulatory and administrative
measures and assist daily practices of ABS regulators. It is a “how to do” tool, which is complemented with
practical examples, case studies and checklists, which will facilitate its use and application mainly, albeit not only,
by ABS and BioTrade policymakers and regulators. A distinction is made between policymakers and regulators.
The former are responsible for designing, developing and approving policy, law and regulations whilst the latter
are responsible for interpreting and applying these laws and regulations in practice, on a day-to-day basis.
In some cases, policymakers and regulators may coincide. This depends considerably on how countries are
organized administratively and institutionally.
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Acronyms and abbreviations

ABS
ABSCH

AoO
ATK
BIG
BTFP
CAF
CBD
CITES
CRISPR

DDR
ERuDef

FOEN

GACP

GBIF
GEF

Gl
GMBSM

IEPI

IFOAM

INIA

IP
IPEN
IPI

IPLCs

IRCC

ITPGRFA

access and benefit sharing

Access and Benefit Sharing Clearing-
house (Secretariat of the CBD)

appellation of origin

associated traditional knowledge
BioTrade Interest Group (Viet Nam)
BioTrade Facilitation Programme
Development Bank of Latin America
Convention on Biological Diversity

Convention on International Trade in
Endangered Species of Wild Fauna
and Flora

clustered regularly interspaced short
palindromic repeats

due diligence requirements

Environment and Rural Development
Foundation (Cameroon)

Federal Office for the Environment
(Switzerland)

good agricultural and collection
practices

Global Biodiversity Information Facility
Global Environment Facility
geographical indications

global multilateral benefit sharing
mechanism

Ecuadorian Institute of Intellectual
Property

International Federation of Organic
Agriculture Movements

National Institute of Agrarian Innovation
(Peru)

intellectual property
International Plant Exchange Network

Swiss Federal Institute of Intellectual
Property

indigenous peoples and local
communities

internationally recognized certificate of
compliance

International Treaty on Plant Genetic
Resources for Food and Agriculture
(FAO)

MADS

MAT
MEAs
MINEPDED

MOSAICC

MoU
MTA
NBSAP

NCHA

NGO
NTFP
OECD

PGS
PIC
PoA
PTA
R&D
REDD+

SCBD

SECO

SDG
SME
SMTA
TRIPS

UEBT

UNCTAD

USDA

WIPO

Ministry of Environmental and
Sustainable Development (Colombia)

mutually agreed terms
multilateral environmental agreements

Ministry of Environment, Natural
Protection and Sustainable
Development (Cameroon)

Micro-Organisms Sustainable use and
Access regulation International Code of
Conduct

memorandum of understanding
material transfer agreement

national biodiversity strategies and
action plan

Federal Act on the Protection of Natural
and Cultural Heritage (Switzerland)

non-governmental organization
non-timber forest product

Organisation for Economic Co-operation
and Development

participatory guarantee system
prior informed consent
protected appellation of origin
PhytoTrade Africa

research and development

Reducing Emissions from Deforestation
and Forest Degradation

Secretariat of the Convention on
Biological Diversity

Swiss State Secretariat for Economic
Affairs

Sustainable Development Goals
small and medium-sized enterprise
standard material transfer agreement

Trade-Related Aspects of Intellectual
Property Rights (World Trade
Organization)

Union for Ethical BioTrade

United Nations Conference on Trade
and Development

United States Department of
Agriculture

World Intellectual Property Organization
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Since the Convention on Biological Diversity (CBD) was adopted in 1992, a new paradigm relating
to the planet’s natural capital has emerged. Contrary to the widely accepted legal precept that
biodiversity is a “common heritage of humanity”, individual States can now fully assert their
exclusive entitlement to regulate and set up conditions for the access and use of their biodiversity,
particularly their genetic resources through “access and benefit sharing” (ABS) regulations. The
adoption of the CBD’s Nagoya Protocol on Access to Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising from their Utilization (Nagoya Protocol), detailing the ABS and
compliance obligations relating to genetic resources, and associated traditional knowledge (ATK),
has only fortified this new ethos. The challenge now is how the Parties develop and implement the
provisions of the Nagoya Protocol so that legal, regulatory and administrative measures contribute
to and fulfil the objectives of the CBD while facilitating the emergence and scale up of BioTrade.

This handbook addresses some of the practical
opportunities and challenges regarding ABS in two
ways. Firstly, by presenting the story of BioTrade
and UNCTAD’s role, and how, since the creation
of the concept 20 years ago, it has emerged as a
concrete practical model for identifying and bridging
the gap between stakeholders (from the grassroots
to the regulatory level) and the public and private
sector, as well as enabling the implementation of the
CBD’s objectives, namely conservation of biodiversity,
sustainable use and benefit sharing. Secondly, it offers
a practical and easy way to understand some of the
key issues policymakers and regulators may need to
consider when developing and implementing ABS and
BioTrade measures, and projects, in compliance with
related international frameworks.

The handbook has been structured to highlight key
issues and challenges with suggestions at the end of
each section for both regulators and policymakers.
A distinction is made between a regulator (i.e. a
person who mainly applies a law or regulation) and
a policymaker who basically develops the rules and
frameworks — often these two roles coincide.

Section 1 introduces key ABS and BioTrade Principles
and outlines how they positively contribute to the
advancement and implementation of recently adopted
United Nations Sustainable Development Goals (SDGs)
and other international and multilateral environmental
agreements (MEAs). This section presents the basic
content of and obligations under the Nagoya Protocol.
Subject to national ABS frameworks, some BioTrade
activities may be included in the Nagoya Protocol’s
scope, i.e. the benefit sharing rules being applicable
to genetic resources, their genetic and/or biochemical
compositions, and ATK. This will also depend on how
national laws and regulations define the scope of their
ABS frameworks.

In this respect, historically, BioTrade has encouraged
the conservation of biodiversity, promoted sustainable
use and secured the equitable sharing of benefits
among the actors of its value chains owing to its
fluid, non-mandatory and minimum standards
compliance system. However, there are rarely laws or
regulations relating to it, and, as such, policymakers
are encouraged to design flexible, straightforward,
transparent, practical and complementary ABS norms
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