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Implementation of the Protocol

o Most countries are both users and providers of genetic
resources

o Many countries have developed legislation on access to
domestic genetic resources based on Article 15 of the
CBD and Bonn guidelines

o Only limited number of countries addressed users of
genetic resources in their legislation

o National legislation is necessary to comply with Nagoya
Protocol and be able to ratify this treaty

National legislation should provide for transparency
and clarity regarding access requirements




Obligations of Parties

Establishment of the ,,National Focal Point on
ABS”

Establishment of one or more ,Competent
National Authority/ies on ABS” (NCA)

Development of national legislation
Provision of necessary information to the ABS CH

Facilitation of access to GR and TK



Obligations of users

O Access - users seeking access to genetic

resources must
Get permission from the provider country

(Prior Informed Consent: PIC), unless the
provider country determines otherwise

O Benefit-sharing - provider and user must:

Negotiate an agreement to share benefits
resulting from the use of a genetic resource
(Mutually Agreed Terms: MAT)




PROVIDER
COUNTRY

PIC

Competent National
Authority

.

[ MAT

-Terms of Use (e.g.

Commercial or non-
commercial)

or non-monetary)

b

-Benefit-sharing (monetary

~

S

Permit

l

Notified to ABS
Clearing-House
N

International Certificate of
Compliance

GRs
+

Certificate

USER
COUNTRY

Utilization of GRs ]

N

4 Checkpoint(s):
- ©One or more
- must be effective
- should be relevant to the
utilization of genetic resources or
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of genetic resources

(Valerie Normand, 2012)



Obligations of users and providers

O Compliance — Nagoya Protocol creates
obligations to:

= Comply with national ABS legislation and
mutually agreed terms (users)

= Monitor the utilization of genetic resources
(NCA)
Internationally recognized certificate of
compliance (IRCC)
Checkpoints




Summary: ABC of the Protocol

o to GR and TK (PIC)

O Access |
O (or no access regulations)
O Benefit O according to MAT
Sharing o the GMBSM?

national legislation

o IRCC/checkpoints
O monitoring users
O sanctions

o Compliance
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The Nagoya Protocol on Access and Benefit-sharing

The Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization to the Convention on Biological
Diversity is an international agreement which aims at sharing the benefits arising
from the utilization of genetic resources in a fair and equitable way. It entered into
force on 12 October 2014, 90 days after the date of deposit of the fiftieth instrument
of ratification. Learn more about the Nagoya Protocol.

The Access and Benefit-sharing Clearing-House (ABS Clearing-House) is a platform
for exchanging information on access and benefit-sharing established by Article 14
of the Protocol, as part of the Clearing-House of the Convention established under
Article 18, paragraph 3 of the Convention. The ABS Clearing-House is a key tool for
facilitating the implementation of the Nagoya Protocol, by enhancing legal certainty
and transparency on procedures for access and benefit-sharing, and fer monitoring
the utilization of genetic resources along the value chain, including through the
internationally recognized certificate of compliance. By hosting relevant information
regarding ABS, the ABS Clearing-House will offer opportunities for connecting users
and providers of genetic resources and associated traditional knowledge.

Learn more about the ABS Clearing-House.

Visitthe ABS Clearing-House.

) 3 Firefox

The ABS
Clearing-House

ABSCH

Business.2020, November
2015 | -
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Meeting Documents

First meeting of the Conference of the Parties serving as the meeting of the

Parties to the Nagoya Protocol on Access and Benefit-sharing
13 - 17 October 2014 - Pyeongchang, Republic of Korea

13 decisions o Official Web Site

23 document(s) All PDF Documents (ZIP
5 notification(s) : ABSCH workshop -
s In-Session Documents

Qutcomes Official Documents (14) Information Documents (10) Notifications (5)

Final Report

UNEPICBDINPICOP-MOPMMO

Report of the First Meeting of the Conference of the Parties to the Convention on Biological Diversity Serving As the
Meeting of the Parties to the Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Sharing of
the Benefits Arising from Their Utilization
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Decisions

1.  Decision HP-11
Rules of procedure for meetings of the Conference of the Paries serving as the meeting of the Parties to the Nagoya
Praotocol
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2. Decision NP-1/2
The Access and Benefit-sharing Clearing-House and information sharing (Article 14)
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3. Decision HP-1/3
Maonitoring and reporting (Article 29)
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Ratifications by region
1st April, 2016

SW PACIFIC _- 5
GRULAC __ 9
EUROPE _— 11

ASIA __ 13
AFRICA __ 31
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Africa 42%
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The Access and Benefit-sharing Clearing-house (ABSCH) is a platform for exchanging information on
ABS and a key tool for facilitating the implementation of the Nagoya Protocol.

ABSCH Record Overview

@ Parties to the Nagoya Protocol @ National Records [ Reference Records
ABS National Focal Points Checkpoints @Virtual Library Resources
(5 Countries have submitted 181 ABS Mational o Countries have submitted 6 Checkpoints
Focal Points
9 Model Contractual Clauses, Codes of
Internationally Recognized Certificates of Conduct, Guidelines, Best Practices and/or
Competent National Authorities Compliance Standards
@ Countries have submitted 33 Competent 0 Countries have submitted 27 Internationally
Mational Authorities Recognized Certificates of Compliance

@) capacity-building Resources

Legislative, Administrative or Policy Measures Checkpoint Communiqués i o -
(FI) Countries have submitted 65 Legislative, ) Countries have submitted 0 Checkpoint © capacity-buliding Initiatives
Administrative or Policy Measures Communigues

0 Community protocols and procedures and
customary laws

National Websites or Databases
(&) Countries have submitted 11 National Websites
or Databases




Medical Anthropology and Ethno biology,
Research Scholar (-

“""Tﬁ;mm University of Kent
UNEP ﬁl’mg"r’lglom of Great Britain and Northern Ireland
Phone: +91 9717032453
Email: m, uk
ABSCH-IRCC-IN-204353-1
Internationally recognized certificate of compliance constituted from Mutually Agreed Terms (MAT) Information
information on the permit or its equivalent made available to the Access y A9
and Beneﬁt-sharing Clearing-House Confirmation that mutually agreed terms (MAT) have been established

YES

In accordance with Article 17, paragraph 2, of the Nagoya Protocol on Access and Benefit-sharing, a permit or its equivalent issued in
accordance with Article 6, paragraph 3 (e) and made available to the Access and Benefit-sharing Clearing-House, shall constitute an
intemationally recognized certificate of compliance. 1. The user shall not obtain any form of IPR based on the biological and for i accessed under this agreement in any
manner without obtaining the prior approval of NBA under provisions of the Biological Diversity Act, 2002.

Additional information about the mutually agreed terms

General Information 2. The applicant shall submit a report to NBA on the outcome of the research work.

Issuing country

INDIA Subject-matter
Verification link (view latest version) Subji or genetic covered:
http:/fabsch.cbd.int/database/ABSCH-IRCC-IN-204353 Accessing ethno-medicinal knowledge of the Siddi community from Gujarat for research

ABS-CH Unique Identifier (UID)

ABSCHIRCC-N-204353-1 Information on the utilization of the genetic resource(s)
Type of use allowed by the permit or its equivalent
Issuing Authority CONFIDENTIAL INFORMATION

Conditions for third party transfer:

National Biodiversity Authority (NBA)}

The user shall not transfer or part with the biological and for accessed under this agreement in any manner without
5th Floor, TICEL Biopark, CSIR Road, Taramani obtaining the prior approval of NBA under provisions of the Biological Diversity Act, 2002.

Chennai, Tamilnadu

600 113, India

Phone: +91 44 2254 2777
Fax: +91 44 2254 1200 e .
Email: secretar ia.org, nic.in, secretary@nba.nic.in Certificate History

Website: http://www.nbaindia.org

Date Action Author Comment
01 OCT 2015 11:52 PUBLISHED Hem Pande (hempande@nic.in) Permit information published to the ABS clearing-
AM house and certificate generated.

Details of the permit or its equivalent

Reference number of the permit or its equivalent

Further Information

India/NBA/A| 684
NBAIADPIS Questions about the permit or its ing an i i of of the C on
i should be to the national authority issuing the permit or its Diversity
or equivalent. Additional information about the permit or its equivalent may be avallable in the Access 413 rue Saint-Jacques, suite 800
i bd.int). H
in Form- for th i of the Siddi from Gujarat for research and 9 Clearing House ndint 2::;:" Quénec, HavNe
, . . N . . . N Questions about the Nagoya P I on Access and Benefit-sharing or the operation of the Access Fax: +1 514 288-6588
L0 OO GO [P G L Oy il L0 G G D (Pt o (1D G e and Benefit-sharing Clearing-House may be directed to the Secretariat of the Convention on Biological  Email: secretariat@cbd.int

27 Mar 2015 26 Mar 2018 Diversity

Prior Informed Consent (PIC) Information

Confirmation that prior informed consent (PIC) obtained or granted

YES

Provider The person or entlty that holds the right to grant access to the genatic resources in accordance with domestic legislation.

CONFIDENTIAL INFORMATION

Entity to whom PIC was granted

First IRCC




Research student receives first certificate of
compliance under the Nagoya Protocol

The first ICCR was issued
o SAC PhD student
Seema Solankion

on 1 October 2015.

Seema received a permit from India's National Biodiversity Authority

to conduct research on the ethnomedical knowledge of a Siddi community
in Gir Forest, Gujarat. The Siddis are descended from African slaves.
They have an extensive knowledge of local flora and fauna.



https://www.kent.ac.uk/sac/research/research-centres/cbcd/news/current.html?view=1917
https://www.kent.ac.uk/sac/research/research-centres/cbcd/news/current.html?view=1917
https://www.kent.ac.uk/sac/research/research-centres/cbcd/news/current.html?view=1917

3 countries (India, Guatemala , South Africa): 27 IRCC
as of 8 April, 2016
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CBD » ABSCH > Find Information » Search

Internationally Recognized Certificates of Compliance =

@ Country Profiles Country(s): () Record(s): £I)

Guatemala P

Internationally Recognized Certificates of Compliance o

@ National Records

Group results by country
& Contract of access to genetic resources for research purposes on Mahogany (Swietenia macrophylla King) and Cedar (Cedrella
Filter by keyword odorata L) ABSCH-IRCC-GT-206790

keyword

Filter by Party status

mom |ndia

Select Party status

Fiter by countries Internationally Recognized Certificates of Compliance @
Select countries - ® India/NBA/APDI/O/ES4 ABSCH-IRCC-IN-204353
Filter by regions @ India/NBA/APPI/T19 ABSCH-IRCC-IN-206802
Select regions - @ India/NBA/Appl/O/582 ABSCH-IRCC-IN-206802
Filter by record type @ India/NBA/ApPPIS/E08 ABSCH-IRCC-IN-206811
[0 ABS National Focal Points 181 ® India/NBA/AppI9/790 ABSCHIRCCN-208810
[[] Competent National Authorities (33 @ Incliz/NBA/ARDUC/E ABSCHIRCCN. 208807 [<]
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EU implementation
of the Nagoya Protocol

- EP Council Regulation
11/2014, 16.04.14

d Commission Implementing
Regulation
015/1866, 13.10.15

Member States laws
esp. access regimes)

20.5.2014

GULATION (EU) No 511/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

on compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and
the Fair and Equitable Sharing of Benefits Arising from their Urilization in the Union

(Text with EEA relevance)
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
Having regard to the Treaty on the Functioning of the European Union, and in paricular Article 192(1) thereof,
Having regard to the proposal from the European Commission,
After transmission of the draft legislative act to the national parliaments
Having regard to the opinion of the European Economic and Social Committee ('),
After consulting the Committee of the Regions,
Acting in accordance with the ordinary legislative procedure (3,
Whereas:

() The main international instrument providing a general framework for the conservation and sustainable use of
biological diversity and the fair and equitable sharing of the benefits arising from the utilisation of genetic
resources is the Convention on Biological Diversity, approved on behalf of the Union in accordance with
Council Decision 93/626[EEC () (the 'Convention’)

) The Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable Shanng of Benefits Arising from
Their Utilization to the Convention on Biological Diversity () (the ‘Nagoya Protocol) is an intenational treaty
adopted on 29 October 2010 by the Parties to the Convention. The Nagoya Protocol further elaborates upon the
general rules of the Convention on access ta genetic resources and sharing of monetary and non-monetary benefits

ing from the utilisation of genetic resources and traditional knowledge associated with genetic resources (‘access

and benefit-sharing). In accordance with Council Decision 2014/283[EU (), the Nagoya Prorocol was approved on
behalf of the Union.

) Abroad range of users and suppliers in the Union, including academic, university and non-commercial researchers
and companies from different sectors of industry, use genetic resources for research, development and commercial
isation purposes. Same also use traditional knowledge associated with genetic resources.

@ Genetic resources represent the gene pool in both natural and domesticated or cultivated species and play a
significant and growing role in many economic sectors, including food production, forestry, and the development
of medicines, cosmetics and bio-based sources of energy. Furthermore, genctic resources play a significant role in
the implementation of strategies designed to restore damaged ecosystems and safeguard endangered species.

(5} Traditional knowledge that is held by indigenous and local comnmunities could provide imporrant lead information
for the scientific discovery of interesting genetic or biochemical properties of genetic resources. Such traditional
knowledge includes knowledge, innovations and practices, of indigenous and local communities embodying
traditional lfestyles, relevant for the conservation and sustainable use of biological diversity.

() 0) C 161, 662013, p. 73

) Position of the European Parliament of 11 March 2014 {not yet published in the Official Joumal) and decision of the Council of
14 April 4

{") Council Decision 93/626/EEC of 25 October 1993 concerning the conclusion of the Convention on Biological Diversity (O] L 309,
13121993, p

{) Annex 1 to Document UNEP|CBD{COP/DEC|X[1 of 29 October 2010

(') Council Decision 2014/283/CU of 14 April 2014 on the conclusion, on behalf of the Union, of the Nagoya Protocol on Access to
Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from their Utilization to the Convention on Biological
Diversity (see page 231 of this Official Journal)

Official Journal of the European Union L 150/59
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Main features of the regulation

1.General obligation on users to exercise due diligence
2. Establishing a system of EU registered collections

3. Formally recognizing best practices

4. Monitoring user compliance and checkpoints

5. Penalties

6. Enabling a collaborative approach to implementation




Article 2 Scope

1. This Regulation applies to genetic resources over
which States exercise sovereign rights and to
traditional knowledge associated with genetic
resources

that are accessed after the entry into force
of the Nagoya Protocol for the Union.

It also applies to the benefits arising from the
utilisation of such genetic resources and

traditional knowledge associated with genetic
resources




Article 3 Definitions

/. "traditional knowledge associated with
genetic resources”

means traditional knowledge held by an
indigenous or local community that is relevant for
the utilisation of genetic resources and that is as
such described in the mutually agreed terms
applying to the utilisation of genetic resources;




Article 3 Definitions

8 "illegally accessed genetic resources"

means genetic resources and traditional
knowledge associated with genetic resources
which were not accessed in accordance with
the national access and benefit-sharing
legislation or regulatory requirements of the
provider country that is a Party to the Nagoya
Protocol requiring prior informed consent;




Article 4 Obligations of users

o All users would be obliged to exercise due
diligence to ascertain that genetic resources and
traditional knowledge associated with genetic
resources used were accessed in accordance
with applicable legal requirements and that,
where relevant, benefits are fairly and equitable
shared upon mutually agreed terms

o All users would need to seek, keep and transfer
to subsequent users information relevant for
access and benefit-sharing




Due diligence concept (Timber Regulation)

o Information: The operator must have access to
information describing the timber and timber products,
country of harvest, species, quantity, details of the supplier
and information on compliance with national legislation.

0 Risk assessment: The operator should assess the risk of
illegal timber in his supply chain, based on the information
identified above and taking into account criteria set out in
the regulation.

o Risk mitigation: When the assessment shows that there is
a risk of illegal timber in the supply chain that risk can be
mitigated by requiring additional information and
verification from the supplier.




Article 4 Obligations of users

o The internationally-recognised certificate of
compliance, as well as information on the content
of the MTA relevant for subsequent users — a proof

o Users would be obliged to draw consequences from
such information

o Breaches of the due diligence obligation would be
sanctioned

o In the future EU users will not accept input to their
R&D activities unless it comes with relevant
information on ABS

27 IRCC registered so far



Article 5 Register of collections

o Lowering the risk that illegally acquired genetic
resources are used in the Union

0 Collections wishing to be included in the register
of Union collection would commit to supply fully
documented samples of genetic resources to
third persons for their use




Article 5 Register of collections

o Users acquiring a genetic resource from a Union
registered collection would be considered to
have exercised due diligence as regards the
seeking of all necessary information

o System of EU registered collections would be
particularly beneficial for academic researchers and
small or medium sized enterprises

o Strengthening networks with EU collections could
build mutual trust and create mutual opportunities




Article 7
Monitoring user compliance

o Users would be obliged to declare at identified
points that they complied with their due diligence
obligation

= All recipients of research funding involving
the utilisation of genetic resources and
traditional knowledge

= At the stage of final development of a
product developed via the utilisation of
genetic resources or traditional knowledge




Article 8 Best practices

O Associations of users may request the
Commission to recognise a specific combination
of procedures, tools or mechanisms overseen by
an association as best practice.

o Competent authorities of the Member States
would be obliged to consider that the
implementation of a recognised best practice by a
user reduces that user's risk of non-compliance
and justifies a reduction in compliance checks.




Article 8 Best practices

o Formal recognition of best practices would raise
legal certainty and lower costs for users and
public administration

o Implementation of ABS best practices will
become important reference point in provider
and in user countries

First two applications for recognition
of best practices were submitted to the EC




Article 9
Checks on user compliance

o Competent authorities of Member States would
check on a risk-based approach whether users
comply with their obligations under this Regulation

= in accordance with a periodically reviewed plan
developed using a risk-based approach;

= when a competent authority is in possession of
relevant information including on the basis of
substantiated concerns provided by third
parties, regarding a user's noncompliance




Article 11 Penalties

o Infringements of the Regulation by users
would be sanctioned by

effective, proportionate and dissuasive
penalties.

o Panalties in discretion of the MS.




Article 15 Consultation forum

o The Commission shall ensure a balanced
participation of representatives of the Member
States and other interested parties in issues
related to the implementation of this Regulation.

o They shall meet in a consultation forum.

0 The rules of procedure of that consultation forum
shall be established by the Commission.

First meeting of the Consultation Forum
took place in February 2016




Commission Implementing Regulation
2015/1866, 13.10.15

Sets details on implementation of three articles of
the basic regulation

= Art. 5 (Register of collections)
= Art. 7 (Monitoring user compliance)

= Art. 8 (Best practices)
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Agriculture in CBD: still PGR only!

CBD brochure

Agrobiodiversity =
PGR

The only reference
to AnGR

is the front
picture!




Agro-biodiversity: sectoral differences

PGR AnGR
Inbreeding used extensively not desirable
Value of individual low high to very high
Testing costs inexpensive expensive
GM possible/efficient difficult/not accepted
Exchange S=>N N->Nand N->S
Ownership public genebanks private
Patentability (TRIPS) varieties breeds not patentable
Centres of origin well defined multiple domestication
Trading farmers’/breeders’ rights bilateral agreements

Hiemstra et al. 2006




o Rare examples of introgression
of exotic genotypes to
mainstream breeds (e.qg.
Meishan pig)

o Use of wild species almost
negligible

o Major gene flow:
N-> N and N> S

N - S Continuosly increasing
due to the Livestock
revolution




Exchange of AnGR

o Farm Animal Genetic resources are privately owned

o Exchange of AnGR is very beneficial and smoothly
running

m Active international exchange by private-private
transactions

Contracts from very simple to very sophisticated

Farmer owns AnGR after purchasing semen or animal
Price according to the genetic value

Models for best practices could further facilitate exchange

o Standards for transfer set by:
m EU zootechnical legislation (pedigree, genetic value
m WTO: Sanitary and Phytosanitary measures (SPS)




Impact on AnGR and gene banking

Provider country decision to:

regulate access to GR

.

does it cover farm animals?

¢ N

¢ N

provide free access

YES NO
PIC & MAT free access

required

0 no user obligations

[ genebanks operate
according to own
protocols/procedures




Key questions for Europe

Provider country regulating access?

e N\

Developed country Developing country

U U

I Difficult to predict 2 So far meaningless uptake

0 Depends on the scope of AnGR from South to the North

(all/native) but

] May create obstacles in future
1 May create obstacles in South-
South exchange of livestock

- Impact proportional to
importance of breeding

sector in provider country




Impact on gene banking

Article

19

MODEL CONTRACTUAL CLAUSES

1. Each Party shall encourage, as appropriate, the development, update and use of
sectoral and cross-sectoral model contractual clauses for mutually agreed terms.

2. 'The Conference of the Parties serving as the meeting of the Parties to this
Protocol shall periodically take stock of the use of sectoral and cross-sectoral model

contractual clauses.
Article

20

CODES OF CONDUCT, GUIDELINES
AND BEST PRACTICES AND/OR STANDARDS

1. Each Party shall encourage, as appropriate, the development, update and use
of voluntary codes of conduct, guidelines and best practices and/or standards in

relation to access and benefit-sharing.

2. 'The Conference of the Parties serving as the meeting of the Parties to this

Protocol shall periodically take stock of the use of voluntary codes of conduct,
guidelines and best practices and/or standards and consider the adoption of specific

codes of conduct, guidelines and best practices and/or standards.




Decision NP-1/5

on model contractual clauses, voluntary codes of conduct,
guidelines and best practices and/or standards (Articles 19 and 20)

1. Encourages Parties, other Governments, international organizations, imdigenous and local
communities and relevant stakeholders to_submit tools developed under Articles 19 and 20 of the Nagova
Protocol to the Access and Benefit-sharing Clearing-House:

2. Also encourages Parties, other Parties to the Convention, other Governments. international
organizations, indigenous and local communities and relevant stakeholders to update tools relevant to Articles 19
and 20 of the Nagoya Protocol that were developed prior to the Nagoya Protocol:

-

3. Decides to take stock of the use of sectoral and cross-sectoral model contractual clauses.
voluntary codes of conduct. guidelines and best practices and/or standards, indigenous and local communities’
customary laws. community protocols and procedures, in accordance with Articles 12, 19 and 20. in relation to
access and benefit-sharing four years following the entry mto force of the Protocol and in conjunction with the
first assessment and review of the Nagoya Protocol.




Impact on gene banking

Need for:

o Development of voluntary best practices

o They may include protocols and procedures for
exchange of biological material

= between genebaks
= between genebanks and users

O Standard MAA
o Standard MTA




Thank you very much

FAO/ERFP Workshop In situ and EXx situ gene conservation
12-13-14 April 2016, Godollé



