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O

Utilisation of Genetic Resources

Pharma —_—>
Madagaskar periwinkle Vincristine und Vinblastine
(Catharanthus roseus) Indol alkaloids for chemotherapy
Food —_—>
Miracle fruit (Synsepalum dulcificum) Miraculine, a glycoprotein that
originates from tropical West Africa converts acidic to sweet.
Agriculture 5
Phytophtora resistance in wild relative Resistant cultivated potato

of the potato from Mexico
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¥  Access und Benefit Sharing
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Facilitate Access &
Ensure legal certainty

Quelle: www.cbd.int
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i

Convention on Biological Diversity CBD

1993: «The objectives of this Convention [...] are the conservation of
Conventionon biological diversity, the sustainable use of its components and the fair
Biological Diversity and equitable sharing of the benefits arising out of the utilization of
genetic resources [...].»

« Art. 15 (1) clarifies that States have sovereign rights over their
natural resources and the authority to regulate access.

» Art. 8 (j) requires CBD Parties to respect, preserve, and maintain
the knowledge, innovations and practices of indigenous and local
communities [...] and encourages the equitable sharing of the
benefits arising from their utilisation.

« Art. 16 (3) requires CBD Parties to take legislative, administrative,
or policy measures to provide acces to and transfer of technology

that makes use of genetic resources accessed on MAT and in
accordance with international law.

« Art. 19 (1) requires CBD Parties to take legislative, administrative,
or policy measures to ensure the effective participation by
providers in biotechnological research on the genetic resources.
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¥  CBD and subsequent regulations

1993: «The objectives of this Convention [...] are the conservation of
Convention on biological diversity, the sustainable use of its components and the fair
Biological Diversity and equitable sharing of the benefits arising out of the utilization of

CARTAGENA
PROTOCOL
ON
BIOSAFETY
TO THE
CONVENTION
ON
BIOLOGICAL
DIVERSITY

nnnnnnnnnnnnnn

COMPLIANCE WITH DOMESTIC LEGISLATION
OR REGULATORY REQUIREMENTS ON ACCESS
AND BENEFIT-SHARING

1. Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures to provide that genetic resources utilized
within its jurisdiction have been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required by the
domestic access and benefit-sharing legislation or regulatory requirements of the
other Party.

genetic resources [...].»

i 2014: «The objective of this Protocol is the fair and equitable sharing
— of the benefits arising from the utilization of genetic resources,
including by appropriate access to genetic resources [...].»

Schweizerische Eidgenossenschaft
U Confédération suisse

Confederazione Svizzera

Confederaziun svizra

2014: Federal Act on the Protection of
Nature and Cultural Heritage (NCHA)

2016: Ordinance on Access to Genetic
Resources and the Fair and Equitable
Sharing of Benefits Arising from their
Utilisation (NagO)
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U Useof Terms

Conventionon
Biological Diversity

“"Genetlc resources’' means gdenetic material of actual or potential value.

"Biotechnology” means any technological application that uses biological
systems, living organisms, or derivatives thereof, t0o make or modify
products or processes for specific use.

“Utilization of genetic resources” means to conduct research and
development on the genetic and/or biochemical composition of genetic
resources, including through the application of biotechnology as defined in
Article 2 of the Convention;
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Corner stones of the Nagoya Protocol

Access: Access to genetic resources only after Prior Informed Consent of the provider
Benefit Sharing: Benefit Sharing respects Mutually Agreed Terms between user and provider
Compliance: User measures ensure compliance with regulations of provider

National Focal Points and International Clearing House as information exchange platforms

traditional knowledge is adressed

Access & Benefit Sharing, the Nagoya Protocol and its Implementation in Switzerand | SCNAT Workshop
Bettina Hitzfeld



Parties to the Nagoya Protocol

¢ ABS C H THE ACCESS AND BENEFIT-SHARING CLEARING-HOUSE

About the ABSCH Search Submit Country Profiles

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. @

o  The Nagoya Protocol entered into force on October 12, 2014.
a 76 Parties to date, including the EU
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Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures to provide that genetic resources utilized
within its jurisdiction have been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required by the
domestic access and benefit-sharing legislation or regulatory requirements of the
other Party.

CBD and subsequent regulations

1993: «The objectives of this Convention [...] are the conservation of
Conventionon biological diversity, the sustainable use of its components and the fair
Biological Diversity and equitable sharing of the benefits arising out of the utilization of
genetic resources [...].»

CARTAGENA
PROTOCOL
ON
BIOSAFETY
TO THE
CONVENTION
ON
BIOLOGICAL
DIVERSITY

i 2014: «The objective of this Protocol is the fair and equitable sharing
— of the benefits arising from the utilization of genetic resources,
including by appropriate access to genetic resources [...].»
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Schweizerische Eidgenossenschaft
Confédération suisse

Confederazione

Article

COMPLIANCE WITH DOMESTIC LEGISLATION
OR REGULATORY REQUIREMENTS ON ACCESS
AND BENEFIT-SHARING

D14: Federal Act on the Protection of
Nature and Cultural Heritage (NCHA)

2016: Ordinance on Access to Genetic
Resources and the Fair and Equitable
Sharing of Benefits Arising from their,
Utilisation (NagO)
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U  User measures Switzerland

Value chain of the utilisation of genetic resources in R&D

—

>

f

Due Diligence
for all users, including

for non-commercial and
commercial purposes

NCHA & NagO

I

Disclosure

Checkpoint IPI:
Declaration of source
in patent applications

Federal Act on
Patents for
Inventions (2008)

®

Notification

Checkpoint FOEN:
Notification of compliance
with due diligence before

market authorisation or
commercialisation

NCHA & NagO

®

"~ Checkpoints —
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Scope of user measures Switzerland

User measures in NCHA and NagO are applicable to genetic resources, if:

the provider is a party to the Nagoya Protocol.
the provider has access regulation in place.

the genetic resource was accessed after October 12, 2014.
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¥  CBD and subsequent regulations

1993: «The objectives of this Convention [...] are the conservation of
Convention on biological diversity, the sustainable use of its components and the fair
Biological Diversity and equitable sharing of the benefits arising out of the utilization of

CARTAGENA
PROTOCOL
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@

Article

COMPLIANCE WITH DOMESTIC LEGISLATION
OR REGULATORY REQUIREMENTS ON ACCESS
AND BENEFIT-SHARING

1. Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures to provide that genetic resources utilized
within its jurisdiction have been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required by the
domestic access and benefit-sharing legislation or regulatory requirements of the
other Party.

genetic resources [...].»

2014: «The objective of this Protocol is the fair and equitable sharing
— of the benefits arising from the utilization of genetic resources,
including by appropriate access to genetic resources [...].»

Schweizerische Eidgenossenschaft
U Confédération suisse

Co v roTrESvTZZeT
onfederaziun svizra

2014: Federal Act on the Protection of
Nature and Cultural Heritage (NCHA)

" 2016: Ordinance on Access to Genetic
Resources and the Fair and Equitable
Sharing of Benefits Arising from their
Utilisation (NagO)
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U  Federal Act on the Protection of
Nature and Cultural Heritage (NCHA)

In general:

o The amendments in the NCHA were necessary for the ratification in 2014

Main points:

o Introduction of a due diligence and notification requirement for genetic resources
(NCHAArt. 23n para 5, 6; NCHAArt. 230 para 3)

o These requirements are applicable to traditional knowledge too
(NCHAArt. 23p)

o Opens a possibiliy to regulate access to genetic resources in Switzerland

(NCHAATrt. 23q para 1)
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¥  CBD and subsequent regulations

1993: «The objectives of this Convention [...] are the conservation of
Conventionon biological diversity, the sustainable use of its components and the fair
e

Biological Diversity and equitable sharing of the benefits arising out of the utilization of
genetic resources [...].»

CARTAGENA
PROTOCOL
ON
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DIVERSITY

— of the benefits arising from the utilization of genetic resources,
including by appropriate access to genetic resources [...].»

nnnnnnnnnnnnnn

Schweizerische Eidgenossenschaft
Confédération suisse

Article Confederazione Svizzera
Confederaziun svizra
COMPLIANCE WITH DOMESTIC LEGISLATION 2014: Federal Act on the Protection of
OR REGULATORY REQUIREMENTS ON ACCESS .
AND BEN(ElFlT-SHARING Nature and Cultural Heritage (NCHA)

—

16: Ordinance on Access to Genetic
Resources and the Fair and Equitable
Sharing of Benefits Arising from their
Utilisation (NagO)

1. Each Party shall take appropriate, effective and proportionate legislative,
administrative or policy measures to provide that genetic resources utilized
within its jurisdiction have been accessed in accordance with prior informed
consent and that mutually agreed terms have been established, as required by the
domestic access and benefit-sharing legislation or regulatory requirements of the
other Party.

2014: «The objective of this Protocol is the fair and equitable sharing
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O

Nagoya Ordinance (NagO)

In general:
o came into force February 2016

o is harmonised with EU-Ordinance 511/2014

o EU has an additional checkpoint at the stage of research funding

Main points:

o Due diligence and natification requirement are described in detail
(NagO Art. 3, 4, 5)

o Introduction of a system for recognised collections
(NagO Art. 7)

o Introduction of rules for access to genetic resources in Switzerland

(NagO Art. 8, entry into force in January 2017)
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Due Diligence and Notification (Art. 3,
4,5 NagO)

o Users of genetic resources have to follow access and benefit sharing regulations of
parties to the Nagoya Protocol

o Due diligence from the time of access to the genetic resource or associated traditional
knowledge

o Notification before market authorisation or commercialisation

Art. 3 Due diligence requirement

I To execute the due diligence requirement in accordance with Article 23n» NCHA,
users must 1n particular record, keep and pass on the following information to sub-
sequent users:

a. the mternationally recognised certificate of compliance 1ssued 1 accordance
with the provisions of the Nagoya Protocol as well as any information on
utilisation and transfer rights;

b. 1if an internationally recognised certificate of compliance 1s not available, the
following information:
1. name and address of the user or users,
description of the genetic resource or subject matter and its utilisation,
date on which the genetic resource was accessed,
source of the genetic resource,

A

name and address of the person from whom the genetic resource was
acquired directly, date of its acquisition and, 1t available, a confirmation

tram_the nercnn that the aenetic recatirce swrac acanired lawfillyr far the

[..]
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O

System of recognised collections
(Art. 7 NagO)

o FOEN keeps a public register of recognized collections.
o The systemis voluntary

o Aim: A recognized collection complies with user measures and uses standardised
practices and instruments. It is thereby trustworthy for both users and providers.

Art. 7 Recognition of collections

I The FOEN, taking account of Article 5 of Ordinance (EU) No. 511/20145, keeps a
public register of recognised collections for which the holder guarantees that:

a. the requirements under Articles 3—5 and 8 are met when genetic resources
and related information are recorded, kept and passed on; and

b. standardised practices and instruments are applied to ensure the traceability
and monitoring of exchanges when genetic resources and related information
are exchanged with other collections that do not utilise the genetic resources
concerned or benefit directly from their utilisation.

[...]
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Access to genetic resources in CH
(Art. 8 NagO, from Jan. 2017)

o Documentation requirement when accessing genetic resources in Switzerland
0 Notification requirement in case of market authorisation or commercialisation

o Aim: Monitoring of the utilisation of genetic resources in Switzerland

Art. 8 Zugang zu genetischen Ressourcen im Inland

I'Beim Zugang zu genetischen Ressourcen 1m Inland hat der oder die Nutzende
folgende Information aufzuzeichnen, aufz7ubewahren und an nachfolgende Nutzende
weilterzugeben:

Name und Adresse des oder der Nutzenden;

b. Beschreibung der genetischen Ressource oder des Gegenstandes sowie deren
Nutzung;

(@]

Zettpunkt und Ort des Zugangs zur genetischen Ressource;

d.  beim unmittelbaren Erwerb der genetischen Ressource von einer dritten Per-
son: Name und Adresse dieser Person sowie Zeitpunkt des Erwerbs;

e. be1 Weitergabe der genetischen Ressource: Name und Adresse des oder der
nachfolgenden Nutzenden und Zeitpunkt der Weitergabe.

[..]
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National Focal Point

You are welcome to adress your specific questions to us:

National Focal Point to the Nagoya Protocol
E-Mail: contact.np@bafu.admin.ch

Phone: +41 58 463 92 68

Our homepage provides notification forms, FAQs and useful documents for implementation:

Federal Administration DETEC FOEN Contact DE FR IT EN
Schweizerische Eidgenossenschaft Federal Office for the Environment FOEN
Confédeération suisse -
Confederazione Svizzera Topic Biotechnology
Confederaziun svizra Please select -

Topics A-Z | Publications, media | Data, indicators, maps | The FOEN
Biotechnology HomepaseSBlomne Sl nomeioniore S Nasey s Frotel et
Print this page | Add pages to print [ £] em a Nagoya Verordnung

In brief
Nagoya Protocol
Information for specialists 9oy
. . - Nagoya Protocol on Access to Genetic Resources to genetic resources and the fair and
Activities in contained us equitable sharing of benefits arising from thelr utilization

ExF

imental releases The Nagoya Protocol on Access and Benefit-Sharing, which was negotiated within the
framework of the Convention on Biological Diversity, regulates access to genetic resources
and the fair and equitable sharing of benefits arising from their utlisation. It therefore
supports the implementation of the third objective of the Convention on Biological
Diversity, and contributes towards the preservation of biodiversity and the sustainable use

Marketing

Cartagena Protocol

l Nagoya Protocol of its components. Switzerland has ratified the Nagoya Protocol on 11 July 2014, The
Data, indicators and maps Protocol and the amendments of the Natural and Cultural Heritage Protection Act came
’ into force on October 12, 2014. The Federal Council passed the Nagoya Ordinance on 11

Enforcement aids December 2015, It came into force on 1st February 2016.

1. A brief introduction

Legal bases

News releases

tudies 4. Competent authority and National Focal Point to the Nagoya Protocol

Publications and

Specialised servi
Contact 1. A brief introduction

+ Genetic resources are essential components of biological diversity. For example, they
form the basis for each plant and animal variety in agriculture, and at the same time
they contain active substances for the development of medicaments and cosmetics.
This means they are utilised in a variety of sectors, most notably in agriculture and in
the cosmetics and industries.

+ One of the aims of the Nagoya Protocol is to ensure that those who provide access
to genetic resources or related traditional knowledge can enjoy a share in the
benefits that arise from their utilisation.

(Nag\) &
® Protokoll von Nagoy

o 6 Cultura
Heritage (NCHA) & - Art. 23n
#

Useful documents for
implementation

= {9 Edlauterungen zur

Nagoye-Verordnung

French and Italian
11.12.2015| 415 kB | POF

rench
01022016 | 56 kB | DOCX

Q Nagoya
in German, also available in
ench

04.03.2016 | 136 k& | PDF

® (@) Formular fir die Meldung

eines Zugangs 2u

T ou
inlend lout Nagoys:
v ung (Nag\)
in German, also available in
French

26072016 | 59 KB | DOCX

Tnfrrmatinn

www.bafu.admin.ch/nagoyaprotocol
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