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1. BEEERICABIZ7IVEATESRBEODEE

1-1. ABSIZCEAT BARRA M TISOTARETILODBED-ODRE - /1

1-1-1. EEREERADT V2R ERBERSICET HTERE. A K514 2 BREH
HAEE

—XAC, ATENES, T RT A > ERER, KEEL, MOLDOEHEZITIICHI,
BB LR DEZTPFIRELZRLTINDGHDOTHY ., HE VRO ARCEED A 23—
D T—EDH AR LNV ZROBERH D5HA AN TH D,

BIREREA~DOT 7 A LFAEE Sy (Access and Benefit-sharing : ABS) (2R3 21 TEH#.
A RTA v, BRER, EEES, AVSRESKHA T EEREFO T TCORBGER~DT
7R A& RIED OB E R T 5720 Db D TH D,

LUy, BEERIT OO, FIERIT O b O, HEMEEEIRD 5 WITMAEYER
FIICHZ LIEoTo b Dl ZNENHE HDHR, EICED LS 2 T8E, T4 K7
A v, BEREH], EEEND DO ETITITE ST 5,

St AEEEEEDO T TOABS 7 V7Y 7 -~ 22 EU MR No 511/2014 O FTD

MERFH] (Best practices) ] WAEEL T IUL, EVEZJIHEREAFTTEDHEIICRD &

B on, AT, BRATo, OITEld. 1 N7 100 BREG, EEFEIZONT
LV FEEOTER, QFRATEREL, VA NIA4 0, BRFEF], EEE ([ZOWTIFRAZEH
LTEREZV,

1. 1THRE. HM RS54, BREM., BEZ(CODVWTEYFLH-EHE
1TENRFL, A RT A4 v, BRER], KUEZIZONWTED FLOEEREN, WO 5
DT, LAFITHENT D,

1'1) ABSZUT VLT« TR
https:/absch.cbd.int/ (2015 4E 2 H 23 H&MKET 7 & R)

[GEABAAA] 2014 410 A

[FH##] CBD H%)5

A EEEEO TICHRE SIVE RSO ATH L ABS 7 U T ) 7« N
(ABS-CH) ®$1»”VIRTUAL LIBRARY RESOURCE” &\ 9 #84312. 1TEh#. A KT
A v, EREG, EEEREHINTND, 5%, BRFFFHRSBMIS N, BEL T HDL
Bbnd,




1-2) INFORMATION AND VIEWS ON THE DEVELOPMENT, UPDATING AND USE
OF SECTORAL AND CROSS-SECTORAL MODEL CONTRACTUAL CLAUSES,
VOLUNTARY CODES OF CONDUCT, GUIDELINES, BEST PRACTICES AND
STANDARDS

http://www.cbd.int/doc/meetings/abs/icnp-03/official/icnp-03-10-en.pdf (201543 A 15 H

BAET 77 R)

[& %1% 5] UNEP/CBD/ICNP/3/10

(%174 H] 2014 A 1 H 21 A

(1B ] CBD HHE 5

2014 4= 2 HiZHEE - FE (Ya v Fr ) THESN T4 REEEFICHET 2BUNHZE

B2 3al&4A (ICNP-3)) Oo&kl, ICNP-3 2B\ T, 4 WE#EED 15195 77

FIZRIE] MY 155 20 2% ATEVAEL. A BT A o OB B J OV ST EEHE ) (ZR8 L R ASHE

T5 LW S MBS 11 FFFRESE (COP11) ORE XI/LIZHEV, EMEHRES

#1 (CBD) ##/5 (SCBD) 7 bAEMSERMESKIFHRIES IR L, B 2Rzt 2 &

VEGEN DY, FNITE R TR SNZIHFRSIY LN TV D,

1-3) SURVEY OF MODEL CONTRACTUAL CLAUSES, CODES OF CONDUCT,
GUIDELINES, BEST PRACTICES AND STANDARDS BY THE UNITED
NATIONS UNIVERSITY — INSTITUTE OF ADVANCED STUDIES

http://www.cbd.int/doc/meetings/abs/icnp-03/information/icnp-03-inf-02-en.pdf (2015 4 3

H 16 AfctsT 7 X)

[&#}%E 5] UNEP/CBD/ICNP/3/INF/2
(5174 H] 2013/11/19
[7ER] CBD 8 m/EE R & mistaT (UNU-IAS)

EFE COP11 jE XU/1 12H3< , ICNP-3 TO, 4 H R EES 19 & O 20 S/
DERAME YA — M5 HNT, BADHEE, SCBD, UNU-IAS 75, 201343 H 25 H
~26 HIZHUL TR L7 R E EHH 19 /KO 20 RICHT 2 HEAXSEORR LI
&R, EFLo ICNP-3 12 T SCBD 706 OIFMIEH OEEE 25T, HARDINEE D
5 SCBD (2 &7z,

1-4)  Existing instruments, guidelines, codes of conduct and tools addressing ABS
http://www.cbd.int/abs/instruments/default.shtml (201543 A 15 H&i&k 7T 7 & &)
[7ER#E] CBD F5%)5
52 ABS-CH O%ELIFIN S SCBD O U = 7 EIZF%IT 5T 5D ABS B#OE ., A R
TA v ATEHRIEL, Y — VBB T HTA b,




2. ¥ELGTHRE. (4 FS51>, BREH, BEZH

AME TR L7 E 0 £ L OEREOHR TR OGN TWD, ERITEHE, VA T4 #
B, EEEZ OFIEERMTOLO, QFEITFEIELITOLD, @=L v a U
HOH O, ORMEEE L TORAEZ K L2 0, DIRIZLLFISHENTT 5,

k. ENENOITEHEL. TA NI A BRER EEEITOWNT, FEARRIITIT-
TUWVeW, L, B# L7 URL 22 LTI LYY,

Flo, BHATHR LIZE D £ DO, 1TEEEL, U1 RT A, BRFH, LELS
b, E7FAVENEREEZGDLDOLH L0, AR TIE, BE7 AEMREIZOW Uit 2
LT D,

2-1) EIZFEERMBITOL D
2-1-1) BEF~DT 7 v AF5| & 2 i/ Guidelines on Access to Genetic Resources for

Users in Japan
http://www.mabs.jp/archives/tebiki/index.html (20154 3 A 15 BT 7 & &)

TERRE WA FA U HEANY —ha, RFEER
FEATHE 2005 4F (2012 A3 T)

KR PEFES . AR

KT HEEER | B

FAE A RTA

2-1-2) ABS Management Tool (ABS-MT)
https!//www.iisd.org/abs/ (201543 A 15 A& T 7 & R)

VERE Stratos Inc., with Geoff Burton and Jorge Cabrera
FEATHE 2007 4 (2012 FFGET)

P =<7 PEFES, AN

KT HEBEER | B

T4 BERE, KN RT s

2-1-3) Guidelines for International Federation of Pharmaceutical Manufacturers and
Association (IFPMA) Members on Access to Genetic Resources and Equitable Sharing of
Benefits Arising out of their Utilization
http://lwww.ifpma.org/fileadmin/content/Innovation/Biodiversity%20and%20Genetic%20Re
sources/IFPMA_Guidelines Access to Genetic Resources.pdf (20154 3 A 15 HE&T 7
+ X)

VERKE International Federation of Pharmaceutical Manufacturers and
Associations (IFPMA)




FEATHE

2006 & (2011 “E3ET)

XRH RS (IFPMA A > /3—)
MR ETHBISER | 2R
T TARZ7A

2-1-4) Guidance for the cosmetics/personal care industry

http://[www.cbd.int/abs/doc/CBDabsGuidance-personalcarecouncil-PublicVersion-Feb2014.p

df (201543 H 15 HEHT 7 & R)

TERCE Personal Care Products Council (PCPC)
FEATHE 2011 4

P =y bt « =Y F AT ER (PCPC A v /3—)
SR LT HBEER | B

A TA B A

2-1-5) Guidelines for BIO Members Engaging in Bioprospecting
https:!//www.bio.org/articles/bio-bioprospecting-guidelines (2015 4 3 A 15 HEK& T 7 & &)

VERE Biotechnology Industry Organization (BIO)
FATE 2005 4F

e NAFT 7 ) uo—FF (BIO A 2/3—)
KT HEEER | B

TH¥H A RTA

2-2) EIFHRIZERIT O b D

2-2-1) CETAF Code of Conduct and Best Practice for Access and Benefit-Sharing
http://www.cbd.int/abs/submissions/icnp-3/EU-Taxonomic-practices.pdf (201543 A 15 H

BT 7 R)

VERE Consortium of European Taxonomic Facilities (CETAF)
FEATH 2014 4

POEE ) FANBFZE (S0

KT HEEER | B

TR 1TEhHLED

2-2-2) Swiss Academy of Science Access and Benefit-sharing — Good Practice for academic

research on genetic resources
http://abs.scnat.ch/ (201543 H 15 B&#&T 7 & R)




YRR

Swiss Academy of Sciences

FEATH 2006 4= (2012 F3T)
PIE =<y TS

KT HEEER | B

i E BEREH, v==2T /b

2-2-3) Supplementary Instructions for Funding Proposals Concerning Research Projects

within the Scope of the Convention on Biological Diversity (CBD)
http://www.dfg.de/formulare/1 021e/1 021le.pdf (201543 H 15 AHET 7 & R)

TERCE ABS-Working Group of the Deutsche Forschungsgemeinschaft
(DFG)

FEATHE 2008 4=

XRE FANBEZE (WFZE R4 )

XHR LT HBISEN | B

T TARTA

2-2-4) Guidelines of Professional Ethics
http://www.econbot.org/index.php?module=content&type=user&func=view&pid=3 (2015 &

3 H 15 HEcik 7T 7 & A)

VERE Society of Economic Botany (SEB)
FEATHE 2013 4

XRE ZAFFZE (SEB A > 23—)

MR LT DBSER | HEW

TH¥H A RTA

2-2-5) Guidelines on Access and Benefit-sharing in research projects
http://www.cbd.int/abs/submissions/icnp-3/ABS-Guidelines-Research-Asia.pdf (2015 4 3 A

15 HET 7 & R)

YRR

Bioversity International

FEATH 2012 4

PIE =y TS

KT HEEEIR | fEY (P77 ORZEEY/ A R
FHFE A RTA




2-2-6) International Code of Conduct for Plant Germplasm Collecting and Transfer
http://www.fao.org/docrep/x5586e/x5586e0k.htm (20154 3 H 15 HE#&T 7 & X)

VERR Food and Agriculture Organization (FAO)
FEATHE 1993 4

PIE 23 B ERINESE, 2L v

K5 ETHEEEIR | Y

T4 ITEN

2-2-6) Code of Ethics

http://[www.ethnobiology.net/what-we-do/core-programs/ise-ethics-program/code-of-ethics/

(20154 3 H 15 H &

T R)

VERE International Society of Ethnobiology (ISE)

FEATHE 2006 4 (2008 FET)

*RE Ethnobiology #WF2e& /MFZEF%ES (Ethnobiology : B & ST LD RIFRIC
B3 2 WP SR A )

MR LT DBEER | EhEY

%A i PRAR

2-2-7) Micro-organisms Sustainable Use and Access Regulation International Code of

Conduct (MOSAICC)

http://bcem.belspo.be/projects/mosaicc (201543 H 15 HE KT 7 & R)

TERCE Belgian Coordinated Collections of Microorganisms with 12 partners
FEATHE 1999 4 (2009 F-ekET)

P =< TEITSE

MR ETHBEER | ED

FEIH 1TERES

2-3) =L a BEEOLD

2-3-1) International Plant Exchange Network (IPEN) D)
http://www.bgci.org/resources/abs/ (20154 3 H 15 H&HEK& T 7 & X)

TERCE Botanic Gardens Conservation International
FATH: —

P £ T BRERF L, HEH

K5 ETHEEEIR | WY

TS ABS B0 B fH A 2%




2-3-2) FENAEYIEF = — OIEHE)
http://www.kew.org/sites/default/files/ABSPolicy.pdf (201543 A 15 A&7 7 &)

VERE Royal Botanic Gardens, Kew
FATH: —

PO £ A BAERF L, HEH

K5 ETHEEEIR | Y

TS ABS B 0O B fH I 2%

2-3-3) TRUST initiative (TRansparent User-friendly System for Science & Technology)
http://www.cbd.int/doc/meetings/abs/mp-mop-01/information/np-mop-01-inf-08-en.pdf (2015

3 H 156 BT 7 & R)

TERCE World Federation of Culture Collections (WFCC)
FATH: —

P =y MAEmIEE, 2LV va s

R ETHBBER | ED

A ABS BE# O HL Y FH A2

2-3-4) HLEL MBI S A ) Y — 2k Z— (NBRC) OiF#E)
http://www.nite.go.jp/nbrc/global/index.html (20154 3 A 15 H&#&T 7 & )

(Sp%) R R B AR N4 4 ) Y — 2k % — (NBRC)
FEATH -

e =) WAEITEE, 2V v a

MBI HBIZEN | A

XA ABS B DI Y AR AR

2-4) FRHEE & L COMEE IR L2 d D

2-4-1) Ethical Biotrade Standard

http://ethicalbiotrade.org/verification/ethical-biotrade-standard/

(20154 3 H 15 HE&T

7 R)

TERRE Union for Ethical Biotrade (UEBT)

FEATH 2007 4F (2012 4ekiT)

SR NAF b L— R (& LB, EIEGHORKYEG]) BfRE (UEBT
AL 3—)

X5 LT HBEER | EIHEY

T i




2-4-2) UEBT Principles on Patents and Biodiversity
http://www.cbd.int/abs/submissions/icnp-3/EU-UEBT-Principles-PatentsBD.pdf (2015 4= 3
H 15 BT 78 X)

YRR Union for Ethical Biotrade (UEBT)

FEATH 2007 4 (2012 H-2LET)

KIRE ANAF R L= R (B Ak, BRSO RRYEG]) BEfR%E (UEBT
AL 78—)

KGR ETHEEEIR | FITHEY

TR J A

2-4-3) Fair and Equitable Benefit-sharing: Manual for the assessment of policies and

practices along natural ingredient supply chains
http://www.cbd.int/abs/submissions/icnp-3/EU-UEBT-Sharing-Manual.pdf (201543 A 15

A&7 77 R)

VERE Union for Ethical Biotrade (UEBT)

FATH 2007 4 (2012 FFUET)

PIE =y NAF F L= F (fdn, AbbEd, ER G H O RG] &% (UEBT
AL R—)

MR ETDBEENR | EITHEY

T4 ~=a7 )

2-4-4) Policy Statement on the International Transfer of Biological Specimens for

Identification

http://[www.cabi.org/Uploads/Plantwise/Plantwise%20Policies.pdff#fsearch='plantwise+polic

y+statement+biological'

(201543 H 15 HEHT 7 & R)

TERE Plantwise/CABI
FEATHE 2013 4F

POE S Plantwise A /73—
MR LT LBIZER | Y
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4. Recognizing the development of technologies associated with
synthetic life, cells or genomes, and the scientific uncertainties of their
potential impact on the conservation and sustainable use of biological
diversity, urges Parties and invites other Governments to take a
precautionary approach, in accordance with the preamble of the
Convention and with Article 14, when addressing threats of significant
reduction or loss of biological diversity posed by organisms, components
and products resulting from synthetic biology, in accordance with
domestic legislation and other relevant international obligations;
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The EU ABS Regulation and
how it will work for business

presentation by Daphne Yong-d’'Hervé

JBA seminar, Tokyo 19 February 2015
Current Status of Implementation of
the Nagoya Protocol in EU
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EU RegulationZ X 3&1x(3-3)
teERFEOERE (ICC DaphneXTANMSAF)

einternational Chamber of Commerce (ICC) (£%i&#14-2)
Association of the European Self-Medication Industry (AESGP)
The Personal Care Association (Cosmetics Europe)
European Federation of Pharmaceutical Industries and Associations
(EFPIA)

The European Association for Bioindustry (EuropaBio)
European Seeds Association (ESA)
German Horticultural Association (Zentralverband Gartenbau e V)

®Personal Care Products Council (PCPC) (£%i&#14-3)
einternational Biocontrol Manufactures Association (IBMA) (&%ig#14-4)
%
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ICC, the world business organization, promotes cross-border
trade and investment and the multilateral trading system.
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ICC’s global network comprises over 6 million
companies, chambers of commerce
and business associations in 130

I;I’
dl

countries: : Tyt SNl
(7GR

— Companies K 1
Of all sizes and from all sectors I

— Chambers of commerce ‘6 T I
Regional, national and local s Del®\ |

) o | _a\vlaN %

— Business associations \ YA TN 4
National and sectoral L Bl
FUW-Ay &

~SNNEEE o .

INTERNATIONAL
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The world business organization

Blological Diversity

ICC involvement in ABS

B

ICC Task Force on ABS

* Focal point for businesses
— Coordination and consensus-building between sectors
— Information exchange, networking and awareness-raising
— Business contact point for CBD secretariat and governments

« Cross-sectoral and global businesses views to governments

+ Represented business during negotiations on Nagoya Protocol

« Coordinating role during implementation phase ﬁ"': ;ﬁ:“i",‘”;’;“
— Exchange on national implementation VERLTY APAN 2010
— Input on EC Regulation: coordination of different sectors
— Awareness raising and dialogue (ICC ABS Conference)

INTERNATIONAL
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The world business organization

Background

EU : first Nagoya Protocol party to implement user
compliance measures

Why the rush?

= EU wanted to be part of first Meeting of the Parties to
influence international discussions

= Needed to have legislation in place to ratify

INTERNATIONAL
CHAMBER
OF COMMERCE

The world business organization

ICC has three main activities:

Rules-setting Arbitration Policy
8 B {ée\ 50
P D
¢ / A
’ “~ uy)"
/ / h /
. g4
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EU ABS Regulation

= Background
= Structure and contents
= Industry perspective

= Process and timeframe
I =z INTERNATIONAL
o CHAMBER

OF COMMERCE

The world business organization

Birth of EU ABS Regulation

8

EU ABS Regulation
= adopted 16 April 2014;
= entered into force 12 October 2014

Longstanding dialogue between European Commission (DG
Environment) and member states with stakeholders

= During NP negotiations (ICC coordination)

= During elaboration of Regulation

= On-going consultation to understand practices of different sectors

Key priority: Regulation that supports innovation and
employment within Nagoya framework




Nagoya implementation: Legislative structure

Roles and responsibilities in EU

User Ellevel meleening EU ABS Regulation (not Directive)
compliance EfeEnED direct application in EU member states
Member National France
states legislation Other

Implementing Member states
Act measures

Benefit Users and Individual
sharing providers agreements + Designate competent
authority
+ Recognize registered
INTERNATIONAL INTERNATIONAL collections
S Commerce S CoMmerce + Compliance checks
The world business organization The world business organization « Penalties

Key provisions Key provisions applied to R&D process

Compliance checks by member state competent authorities

R Final
Receiving Research development
funding funding -
J N Declaration Gl ETeaE =
user's due Declaration

diligence monitoring = T

GRfroma obligation CUEEGIIIIER  atthe final R Develop Commerc
registered stage of esearch i
collection - ment ialization
development p .
Registered
- collections
g . Due diligence
recognise
e compliance i - o
checks q Best practices D
o~ Slide: Alicja Kolowska, INTERNATIONAL
ICC Eropean Commision

The world business organization ‘The world business organization

Scope - what is covered?

GRs outside national

Compliance checl

GRs : ABS jurisdictions (e.g. high

governed by seas; Antartica) .- Final

specialized funding - development
international IN | Declaration of product =
instruments) I

(e.g. FA.O Genetic resources + q L}

International associated traditional knowledge (aTK) Develop Commerc

Treaty). Research ment ialization

- Under sovereign rights of States " Registered

collections -
- Accessed after the entry into force of the ‘ Due diligence

Nagoya Protocol (NP) for the EU.

- Acquired in Nagoya Protocol party Best practices

- Utilized for R&D on genetic and/or INTERNATIONAL
) e ) CHAMBER
biochemical composition of genetic resources, OF COMMERCE
LI including through biotechnology ‘The world business organization




Core concept - Due diligence

Core concept of EU Regulation

Due diligence

Stated aims

= Focus on processes not individual transactions
= Based on existing business practices
= Low transaction costs, flexibility, business friendly

INTERNATIONAL
CHAMBER
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The world business organization

Due diligence requirements (1)

Users must seek, keep and transfer to subsequel

Internationally-recognised certificate of compliance (IRCC)
(access permit »ABS Clearing House)

+
Content of the mutually agreed terms relevant for subsequent users

Or, if no IRCC

/ Information / relevant documents
« Date and place of access
Description of GR or aTK utilised;
Source where GR or aTK directly obtained + subsequent users
ABS rights and obligations (e.g. permitted use and commercialisation);
Access permits, where applicable;
Any mutually agreed terms (including benefit-sharing arrangements)

Due diligence requirements (2)

sers must:

Insufficient
information

+ obtain access
permit + establish
mutually agreed

Uncertainties A
about legality of OR
access and

utilisation . .
discontinue

utilisation

INTERNATIONAL
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Key provisions applied to R&D process

Compliance checks by member state competent al rities
Final
Research development
funding -
a of product -
Declaration ; J
f Declaration
Develop Commerc
Research P
} ment ialization
" Registered
collections —
- Due diligence
Best practices
INTERNATIONAL
. CHAMBER
% OF COMMERCE

‘The world business organization

Recognized best practices

- Recognized
Tools to facilitate best

practices

Registered
collections

compliance

Obtaining GR User implementation
from registered Modalities for application of recognized best
collection . : gniz
_ in Implementing Act practice
Corppliance Reduced risk of non-
with due compliance
diligence

3
Compliance checks
less likely

INTERNATIONAL
CHAMBER

OF COMMERCE
The world business organization

Who can apply

Combination of procedures, Association of users
tools and mechanisms or

other interested parties
Enabling user compliance with
due diligence obligations Who develop and oversee best

practices

*

Recognition given by European Commission

INTERNATIONAL
(2} CHAMBER
= OF COMMERCE

‘The world business organization




Registered collections (1) @ Registered collections (2) @-

Conditions to be in register of collections

i ranted b .
Standadrdlsed * GR exchange with other collections, Recognition ¢ Y %
proceaures « GR supplied to users for utilisation -

Member States

« showing access GR + related information was
Documentation in accordance with applicable requirements .
+ mutually agreed terms (where relevant) established and

maintained by

- all GR samples and related information supplied Reglster
to users -
« unique identifiers (where possible) for GR
samples

European
Commission

Records European Commission

Tracking/monitoring

INTERNATIONAL

+ exchanging GR samples and related information
with other collections

CHAMBER
OF COMMERCE

‘The world business organization

Key provisions applied to R&D process @-

Compliance checks by member state competent a

e Two checkpoints

Rese‘arch development : 1
funding - of product - -
. Declaration | G ) :

Declaration
T 1t Research
D I c funding application
evelop ommerc
R rch T
P esearc ment ialization Due
Registered diligence
collections declaration
) Due diligence Final stage of
- —— — product
Best practices development
= INTERNATIONAL INTERNATIONAL National
I 6 Of - e competent
The world business organization The world business organization authorities

Key provisions applied to R&D process Compliance checks
Compliance checks by member state competent Compliance checks
Y Final
Research
funding - ‘ d:f"er'ggl"’(‘:‘:"‘ = By national competent authorities
. Declaration Dezamio" o in accordance with periodically reviewed plan (risk-based
T 1t approach)

o on the basis of substantiated complaints

Develo Commerc
P = Effective, proportionate, dissuasive

Research

ment ialization

“ Registered i
collections Non-compliance
Due diligence
_— S . = Remedial action or measures
-~ Best practices /; = Penalties - effective, proportionate and dissuasive
I R ' - defined by member states

INTERNATIONAL INTERNATIONAL

S eGmmence I S CMmeRce
The world business organization “The world business organization
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What does business think? @

System not the flexible, low cost, business friendly
Key solution originally intended

business

Heavy adminstrative burden and legal uncertainty

= Scope
Specific issues = Due diligence

= Monitoring of best practices
= Declarations

- INTERNATIONAL
T CHAMBER

* F CoMMERCE
The world business organization

Scope - temporal @

Temporal

EU compliance measures should only apply to GRs accessed
after the entry into force of the Nagoya Protocol (NP) for the EU

BUT

How about GRs accessed before NP application in EU but
considered by provider country to be subject to PIC and benefit
sharing (e.g. countries which consider utilization not access as
trigger for PIC and benefit sharing.)

= Probably not covered ?

INTERNATIONAL
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OF COMMERCE
The world business organization

Scope - geographical @

Geographical

= Products manufactured or sold in EU resulting from R&D
activities taking place outside the EU
In Discussion Paper but not in draft Implementing Act.
Probably will not be covered.

= Which laws applicable in complex access chains,
Original provider country, or also intermediary countries?
?

INTERNATIONAL
(i) CHAMBER
N OF COMMERCE

‘The world business organization

Scope - material @

Material

= Pure information - probably not included

= Research tools - to be addressed in Guidance ; probably not
included)

= What is definition of R&D? Manufacturing included?

= Research on GRs sourced as commodities

INTERNATIONAL

CHAMBER
OF COMMERCE
The world business organization

Due diligence @

= Very burdensome, requires detailed information

= How to get required information when GRs come through
complex cross border supply chains or as commodities

= Unclear to which activities and GRs due (;ﬁigence required.
= Problems of transferring confidential information
= When does due diligence end?

= Concerns about penalties (including criminal)




Check point declarations @

= Research funding — includes private funding - draft Impl. Act
Definition: grant to carry out research, not internal budgetary resources

= Which competent authority if utilization in several m-states?
Industry request: centralize declaration in one authority

= « Placing on market » includes pre-commercial trials? - draft Impl. Act
excludes pre-commercial clinical, field or pest resistance trials

= Application only to GRs within scope of Regulation
Industry request for confirmation — not in draft Implementing Act

= Minimum link between product and GR necessary to require declaration

Confidentiality of information in declarations

Best practices @

= Degree of oversight necessary by associations of best practices
Still unclear

= Who can develop recognized best practices
Draft Impl Act: cumulative requirement - legitimate interest + access,
collect, transfer or commercialize GRs or aTK

= Factors determing recognition of best practices
Industry requests more guidance

Possibility of different best practices in same sector?

INTERNATIONAL
CHAMBER
OF COMMERCE
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E
Registered collections @

= Not key concern for industry but interest for industry
— Sourcing from registered collections = due diligence
— Some companies have own collections

= Some collections think current requirements too burdensome
to make registration worthwhile

= For the moment, registered collections outside EU not
envisaged

= INTERNATIONAL
fat CHAMBER
OF COMMERCE
The world business organization

Specific sector concerns

« Inclusion of pathogens not covered by other
international instruments eg seasonal flu; Ebola
Pharma « Industry proposal: : pathogens obtained from global
health authorities to be deemed compliant

« Inclusion of commercially available varieties

« Industry proposal: exclusion. Court case to annul
Regulation

« Draft Imp Act : use of SMTAs considered exercise of due
diligence (no further info necessary)

« Incompatibility with breeders exemption free exchange
system

« Research funding declaration: Difficult to know which
GRs will be in final product

Bioc: | + Cannot use registered collections so very burdensome

T + Supply chain confidentiality (identity of suppliers and
sources in information transfer)
« Differentiation betweeen biotrade and ‘utilization’

Process status

Process status (2)

EU level: m

*  Work on implementing act— will define modalities for:
¢ Art. 5 - collections
¢ Art. 8 — best practices
* Art. 7 - checkpoints
* Discussion paper circulated for comment and stakeholder hearing
* Current review by member states
* Expected entry into force — 3Q 2015

« Preparation of (sectoral) guidance documents
¢ Other points not addressed by Implementing Act e.g. scope

INTERNATIONAL
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Member State level: .

— Designation of competent authorities
— Lay down rules on penalties
— Organize monitoring of compliance checks

— Modalities for recognition of registered collections

INTERNATIONAL
CHAMBER
OF COMMERCE

The world business organization




Process with stakeholders @ @

EU and member states Time frame
= Consultation with users (industry, research, collections)
= Stakeholder meetings

= Participation in conferences (e.g.ICC)

Implementing Act = Final draft — June 2015
= Adoption — October 2015

= Comments by stakeholders Guidance = Mid-2015

Entry into force of EU = 12 October 2015

Business and other stakeholders Regulation articles 4 (due

= Input to EC and member states on implementing act and guidance diligence) , 7 (check point
= Development of best practices declarations) and 9
= Awareness raising (compliance checks)
INTERNATIONAL
INTERNATIONAL CHAMBER
CHAMBER 4 GF commerce

OF COMMERCE
The world business organization

The world business organization
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Arigato

ICC International:
- Daphne Yong-d’Hervé , dye@iccwbo.org

ICC Japan:
- Tsuneyuki Kobayashi, icc.kobayashi@iccjapan.org
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CHAMBER
OF COMMERCE
The world business organization




2. ERRFZ DS

2-1. EFAZOHER - EHEZREETEH CHERES

1. AHEBEEOEY

2010 4 10 H OAEMBERMESAIE 10 FfiHIE S (COP10) (ZRW\WT [EMOSAMEIZE
T HRMOBIBEIA~DT 7 AR OZ ORI 64 5 HIER DN IES 2Bl s 2B
DA REREER (LIT, A EEEE) ) BNSh, b 4 F05 0 L, 2014 4 10
J 12 RIZHEZ LT,

Iz, MEOWYE (BarFyr) THRESILTOWIZAEMSHRMESRR 12 [BfHRIE
=itk (COP12) IZfF.10 A 12 H~17 H O, 44k B EEH 1 mlfiI[E =& (COP-MOP1)
DB S LT, BIERFORERIEIT 51 OE K UM TH - 72,

2. FHOEOENHEERERI

A BEEE T, FEIC R ERE X ORI A EREO® T3k b Tnd, 4 HE
BMEZOBEICLNE, ZNOHFEOESZEIL ABS 7V 7 V7 -~ A (ABS-CH) (2%
FRESNLTWUTT TH D, Lo L, BlRpR T4 EFEEFICH U7 3R U ERE A28 7 12 HiE L.
Bk L-EIIMER TE T O FAMEREIZOWTIX EU & A A ADHOXBED R T
ETVDRMTH D,

EU /%, 5 90OF M EMTHE TH 5 EU #iHl No 511/2014 ZEIR L, 2014 £ 5 H 16
Rz R EEZMUE L, ZoMAIO T, 2015 4 10 A 12 B 6 iE, EEICEERERO
FIHAFICESFREDHBEOND Z LD, LrLAaRns, EBEER OERN., LStk
PRI TRBEEDOEETHY | HWHAXG L 2 5B EEIEOFHANHME TN L0k,
RRM DPEFEFR DT EB L TWD LW ORI b HEM R 2 2, BUE, RONEESA, FEHuHH
RHA XL ALK THY | ZHHIZR Y HREHHEN S 5D LIRS/ D 2 LIRS
DM, WTIUZ LT HHRPIOF A EREFHEES, EOX I ITHIEL T D, S%ERL
TWDRITIUTR B2V,

3. BADRH

BENEICBW T, BBEEHO FICHRE I 4 HEREEEIRIENEEOH Y TGS
22014 4 3 A TR T L, TOHIIEMREITH CENEEICET SNBSS TS &M
<o LIALEENGE, ZOBRERRISCHBIIATZR IN TV RN 2, HEBIIHER TE TR,

Al EREENEZ L. ABS-CH bEMNPMG SNz, L LR b, EERICHAET 5 ET
([ZiE, L OB D E B s,



2-2. ZALEBETESE | E#HFEHESS (COP-MOP1)
2-2-1. £EWE

[FL®HI

KM S5K) (Convention of Biological Diversity: CBD) 5 12 [alffif)=ik (COP12) 723,
2014410 H 6 H~17 HET, @EOE s »F v (FB) THEShT,

COP12 X U* CBD O T O EFHICBH S 5 2 E121E U, 162 U EOBUFEIRE, B
R, TREUAR, JFUFEROME R O L2 (Indigenous and Local Communities: ILCs) .
TR EERE, ADETH 3 TABRSBML, BARBUFRERLE LTIZ 16 40357,

AN TR OZAEVECEE S 2 5K OB EIA~DT 7 & A2 OZ ORI SAE T D54 O
NIE OB REL BT 240 B E G R E #1203 2014 4210 A 12 RIZEZ L, T4
TEHEEEOMNEDOEE & L ToxHIZ R 3#iIE<S#) (Conference of the Parties to
the Convention on Biological Diversity Serving As the Meeting of the Parties to the Nagoya
Protocol : COP-MOP) ®# 1 [55x4 (COP-MOP1) 3B S iz MICHHE B 5,

COP-MOP1 i%, 10 H 13 H~17 HIZ COP12 & [AIFFERME S, BMESIX, SMEE. B
FAE . BMOKEES . RIFEEEE?, SCRFEA ORI 30 &N LT,

1. ATEBEEDOHSN L COP-MOP1 ICE H1FHR

iR E N, 2003 IS RVEAIAE D | 2006 £ COP8 (7 U F3) THIRE 7= 12010
HF T2 ABS OEREFIFEA (International Regime : IR) (2B L TO/EEE K2 D] &
IRTEITHE - T, RPDHkRES v, COP10 (250 + 4475 ) (28T 2010 4F 10 A 29 HIZ,
T TREREER & L THRIRE N3, AWE#EEIT 50 VEHHEL THDH 90 HERIZ
T D LIl olz,

WD DDA L LT, AT EEEEICET 2 BUFFZ B 2 (Intergovernmental
Committee on Nagoya Protocol : ICNP)Z g% & S 4u, 2 [EIBAfE S 1172, COP11 DTt
[E723 6 VETHY ., 2014 4 2 AT ICNP-3 23 BNBAES S fv7z, HHEEIT 2014 427 A 14 HIZ
50 WIENTE L, A dREHEEHEIL 20144 10 A 12 BIZE#T 52 L L72o7-, COP-MOP1 1%
FNtk DO CBD fifIES#E S e CRRMET 2 Z LA HEREFITHEIN TS,

U )V E ~FEEES 7 EHHESE:2014 429 H 27 H~10 4 3 H,COP12:10 H 6 H~17 A,
COP-MOP1 : 10 H 13 H~17 H

2 JBA 7O IR RS, BGE RS2,

3 4 EBEERRICE DRI, [— MRS T7 7 A LRGSRy ) (CB#S 57— b A
7'(1991-2011) — 4 HEEE ERIRICE D F TORBOEE | ([TFEMRTENH D,
http://www.mabs.jp/archives/cbd/h22archive.html (2015 4F 3 H 20 HE#H&K T 7 & R)

4 PRk 28 LB AT ISHANB R % (EM SRR A xR EYE) Rt FEWSEE P90 LN 24 4
FER Rt s & P66

SRR 25 AR PEFE R BEXHIGHINBA RS (SRR A XK EE) HtFEREE P107



AEIOFMEICE 72, COP-MOP1 BlERFORMAERE TR 1 0l Th D, KNOHND1EY |
77V AFEENENEEO 40%E % b, £ LT, EHEOMDHIRY TiL, BiRFAE TIZ EU
BN & A ALISMTIE, A EEEFICH L ENIE O FE A~k LT X v, 72, EU
., FEhiAHIC&H 5" Implementing acts” % 72T L TE LT, NEIZEE - T, fito
T, A E#EEEZFEM T X 5 EBENREHITE RS TRV, BARCGRILHES) TIX 2014 4F
D 3 HIZ TAHEHBREFIHRLENBEDOH D Gt " T Lictk, BUFN CTHRET &l
TS EBEZLNDEN, FHMIEEARINTWVRY, 20X 5 2kt F ¢, COP-MOP1 #3
Bt S 47z,

®1 AEEEEEFEDEFORTKIE

Hivts % &4

PR 6 EU, ZAAf A, Fo~—0_ N HU— I AT x— AL

T7UH 2202 | R=r, RYTF, IAXF TV, ALY aEtn, a— kY
RT7—, =TT N, = TFFET, AR, HoET, =7
V. T=TRETAIN, (T L) E—U v A, EFUE—
. FIET, =V VUL HE b=tz BT T B
A=y gHE (F=7)

TOT 8 CHWETYT 4) AV RRVT, TAA, Sxrv—, XS4
CE{TYT (2 T—F AR
cH T U7 (2 ELON, BUXFAK L

R K 7 Axva FTTwT, XTF, RrvaTAR SNFe ~Ub—,
INTT A

REEM 4 T4V, 27uRxTT, BT, RAXTY

HR 2(1) Ay VT (777 EREER)

HK 2 TINR=T | RF—

H1 0 OIEZRET,
2 BIE (2015 4 3 H 17 HERSR) OFFME - Mlidhix 598, EitRicmx <, YLk, =
A, FI=HHFE, a7, v— VY sGENNE L,

2. COP-MOP1 DNE

10 A 13 A2 COP-MOP1 23BHE L7=, #iIZ, Jae Choon Choe (i [E A4 BE = 5L ATHT
) COP12 BRI - T A WEFEEE 201410 A 12 HIZHA LI L2 ES L,
i\ T COP-MOP1 #£ & LC Hem Pande (1 > FEREHRMZIEZLEE K'E (additional

6 RIMEDEITA TV —EHE LTRSS, SENTFEIEO 1 4 ELL LA SRR IUIs S 031
D EF B, EEEEREICRIMSND Z IR,

7 http://www.env.go.jp/nature/biodic/abs/conf01.html (2015 4= 3 H 20 H&HKT 7 & &)

8 httpsi//absch.cbd.int/countries (201543 A 20 Hxf&7 7 & R)



secretary)) 2N iEEH X U7z,

AR F) I

HEIRE & i X BHIGules of procedure) EHIR X 7= . COP-MOP1 B = —no—DEEH
TiX, COP12 Dt a—m—+ A NR=0D9H, FEEHFMEED A =25 L, EEEM
HETHD BU, A FRTT | RI)— TANR=T | FT T A ZAOREIZANEZ
52 ENARE SN, COP-MOP1 Oi#EFH#ITOEIL DT, COP12 OIEET L—T(WG
1 & WG2)2% COP-MOP1 DR N—T %38 D Z LA R Sz, ICNP Oi[FFERE TH
-7 Janet Lowe M BAEEREDR RS, ZivxE S > TICNP OB K T Lo, F72,
KIEld COP-MOP 413 COP13 LRI T 5 Z E NG E ST,

AR E N3 FE R FEIZ(UNEP/CBD/NP/COP-MOP/1/DiX., Fito#Eb .

1 S
P 2 DTN
W 3 AHEREEORNESRA & L TOREIZ Rz TR ESH O T X B OEIR
4 HRRAEE
4.1. B DOEH
4.2. fFZEDOFIH
HE 5 1 COP-MOP1 AR MHIZEARICB 2
W 6 A EREEEEUNRER S OWmE
W 7 A REEEE ORI  FHERDUC BRI D IE R O RO A
RS (ABS Z U T U T e N AR ONERAH (5514 5%)
B9 =Y RO (B 29 5)
W 10 : A EHEFOMST AR L, RESFOFRITRILT 2 72D DO 12T OFe S OV E
HI7Z A (5 30 5%)
FHE 11 BOSEOM . ITEEEL, RO R - FF T ATIEYE 5 19 MO 20 5%)
W 12 B A D =X LD (5 25 5)
P 13 AR EE IO 7= OB JREN B DRt
e 14 - WO EBEHERS, &K, A =T F 7 L D)
dod 15 A BREEERDE 2 FRO T v 7T LA TPROKE
e 16 1 K ORREFEORIE L OV 1t 2Dk
Ao 17 1 BB D BHFE K OYA) B ON AR &% Ol EERORE ) D i % 3BT 5 7= o D& (5 22 5%)
A 18 BRETR R OMEHAARRO BEEME A BRI 5720 OHE (5 21 §)
A 19 ¢ HIERBUSL O ZE MFRE RSy O O LB R OV ORERE (B 10 52)
Ao 20 : A EEEFEORIES S & L ToOREIZ R THWESHKOSE 2 BIS6 0 B L 50T
R 21 ¢ ZOMOFIH
A 22 1 W FEODAIR

i 23 1 PR




i OBURIZET T 2 5 E O RASH

TIVH e TA—TRE « UH U ENTEIER TRIEE DL LR Uiz, Fio, e
B 010 4k 0 HUER KA o0 £ 5] [ R 4% Bl 43 @ {14 7~ (Global Multilateral Benefit-Sharing
Mechanism: GMBSMIZEETH Y, GMBSM O/3A 7 v k7 = —XDEAth% COP-MOP1
THREITARETHDL LM TR LI, TU7 « KFEEINAL—TURE - A ¥ RRUD)IEEHE
B, A/ _X—va v, MIERMFEOEENZRRT-, 7707 AV B ) Tl V—7¢R
UL EE DR FTRE R 2 AR — N A FREMEFIZ DWW T )7, GMBSM %
FRLIZDIIT 7V H - TV—=TDHThHoT-, EU ITPNETHETH S EU HANZ DN T
WEL, ABSHENIBRIEA = T F 72 FF LT,

3. COP-MOP1 mEXE &R

COP-MOP1 /%, AiRdD L 912220 WG [T TCRIESND Z E RIS 7=, I,
WL ZEDRERIZ T LY R e AT« F= T —Ra ¥ NI NN—T I EO/INT N— TN
N CTHHEE L OSINT X 0 £ R STV =0T, JBA T2 TOEMICITEES N T 72
Molo, AMEETIE, £& LUTHEEROESIII-> T, AHEBREEOEMICHE LEHE L
O DR, RILDALEHEDN B AR S W< Th A 9 & b DI DUV T
T 5, MOHEEIZOWTIL, COP-MOP1 OARREEIZ BRIz u,

(1) #ES8 : ABSZ7 V7T V7 - "X (ABS-CH) K OMEHAHE (55 14 &%)

ABS-CH /Z, 3[F|® ICNP 25 DOREIZL VM vy h 72— LTEHEINTE, &
7=, %D ICNP3 248 TIERR SN - 3/4 IR\ T, 4l R BRI 3R BR s gk 72
ERHFEFENODT 4 — RNy 7 T, "lRE7R RV ERITHRET 2RBIZT D L O 1Tk 5
LT,

A [a> COP-MOP1 24 T UNEP/CBD/NP/COP-MOP/1/L.8 23#4R S v, #7E NP-1/2 &
Rofe, ZHUTHASE ABS-CHEANBM IS Z & Lieole, WEDEZRNEIL Lo
D,

O ABS-CH O/3f vy 72— A TOFEfMTHOLN-RREELT 5, )7, I /-
a2 I LICHELED, ABS-CH OFIHNGFE LA EEREELZFEMT L5, b
BT HI EBMUEATH D,

@ AT K34 U —ZF B4 (Informal advisory committee: IAC) D% i, IAC (X ABS-CH
OEM ST D8, EERA I BRE ORER DT D OFANHI T A & A e OV ABS-CH @
FEhi B L CHBREICH ST 5, TIAC X 15 AOFMZE TR S, #1513 ABS-CH 12
BT HREROCHI N T U A~DEEEZ L2 BT, FAIE U THRE N OIRE SN S,

@ IAC AR OFHES A FToOMIA &b 1 EIBRME L, LEISE U TOEARD A Z
A2 T4 ARy va w20, SAREE (EERRISEER SNIZRERE, T = v 7R A

9 http://www.cbd.int/doc/?meeting=NP-MOP-01 (20154 3 A 17 Hi&7 7 & &)



heaIa=FIZBEL CAULEREZET) ITOVWTHREF L, COP-MOP2 (%L b DfE
¥EDORFAEWET D,

@ ABS-CH mjE M iERE(Modalities of Operation)!Z B9 5 £} jE E(Annex) DERR,

® FHEFHEICH L, ABS-CH OiEMAEREEZ, IAC OF KA 2 LRFICHHNENS D7 4 — K
Ny 7 %%E LT, COP-MOP2 % CICERHLBEZEHT D,

® COP-MOP2 33\ T ABS-CH ®Fiii & #E M O FLE L ORIV TRETT 5,

@ FHREICH L, KERHEBHEB LT 1 — Ry 7 (FRICHEIED D D) I2fE> TRIRERE
IRV, ABS-CH O FERT 5 2 & #2551 5,

® FFFE L IERFOEICH L, LFERET 2 L 282  BUFE D, 1273z hll Lo
MEMRD B 54 F, ABS ICETA2EFRANLIEA SN 1 >DJE#HY )5 (Publishing
Authority) . BEO, b LLETHIUL, JARLBIC L > THEA SN2 1 DE T2 E
D EZFRBEF| FH#E (National Authorized Users) .

@ FERIENTRT L, FIREZRBR Y BN, AT EEEFICE S T X ToORSHIIEHRE ABS-CH
THERREE T2, BELO, ABS-CH 0FEji L ERAICEH L CHFEREICT 4 — Xy
7 HRE T D EEEET D,

© FEREFOE, [EEREE. ILCs, Z DOMBAfRT 2 FIERIRE IR L, ABS-CH ~BdEEH A 2
22 L BXO FHEFHE~ABS-CH 0FEMi L EHICET L 74— Ry 2742352
LB AHT D,

@ MEROE, FERROE, EEEHE, S HUsBRRaT. ZotmEeMEIC L, #iKE? ABS-CH
ICFEMRAYIZ SN T & 5 L O MBEIRZ 1RHEET 5 2 & 2T 5,

@ FHFEITH L, A HEECEOERD - D DREIERZ LT 5 7-DI2 ABS-CH OF
T 5 Z L2 ERET D,

@ £7-. EEREITH L. BN 7200 ABS-CH O % & & O I+ 5 @i Eo
TERR & JEEE A% OB#RIEH 2 COP-MOP2 % TIZiTH Z L 2 EiE1 5,

8= (Annex) OFLHENAE D B FFIZIRO 2 REFRRIT L7z, F—rild. ABS-CH IXEMEAHGEE
Tho 6 WERETHEHIND LRI TWD Z L, o, HROBE - RROKIHLE, T
RTCOEFEIC L DFERA B REICT 572, K] 4172 H3E (controlled vocabularies) [ Z[F
HAMFECIRENDRETH D L LT D, —IkT — % (BIZITFEDOLIERE) 28 ABS-CH
DEREWMRNEERDIELI DD, 264 Y VT ADEET ABS-CH ~2HLTH LW
(ZHITIE ILCs OEFELEEND) ERBDOLINTWD, i, —IRT—XDHEFEZFLR T H A
Z7—4 (Metadata) (1%, Hfl SIS X > TR S D VIEREE O R) 13E
HAMZET ABS-CH ~&ik+ 5L E LTS, —RTF—ZIIHAEDH A T—HDE)E
NHFEICEIRR L CRET DL 2B N T 52 ENERIIN TV, 5 X, EKERIT
ABS-CH I[ZB T RETRNEHRINTNDETH D, AEKT HIERPMEFTHR TR E W
5 Z EiE, HEOLEHYF (Publishing Authority) 23R T 252 L LTW5D,



(2) F%RE 10 : FEOMT AR T 2 Fioe & K OHAAAGE 30 &)

A B E i’éﬁ 30 & [ZoBEEOKNEOSRA L L TOREZRI-IRHHOESEIX. <
DF—RIZEFIZBNT, ZOBREEOREZ BT 5 2 & et L L ORESF O F IR
LT D INT DN T DFfe o NF D7D ORI ER R A ET L. ROEKGET 2, b
DFfe K O, WY G, BIE ISR ZIT O IO OBEEZ GO L, ) ITHIE
SNTVDHHED , KREBIZBWTAEEZRE T2 2 LT~ T — b olc, LNLRAG,
ICNP2 (2B W Tt L, ICNP3 IZ2BWTH L D7 75 v kA2 < #)i(recommendation
3/6) L7po TV 7Y =2 THAMITHICIERER PRI TV, B AIL L0
D,

o [HN ABS E5 OARBESFZ2 Z OO TER O 5 22 E 9 »

o ILCs DREDSIOFIEK OHRELE (AT A Z A, WE, BIR~DfRDY F7)

o NESFOH LML THFENT O D (FH . BTEES. —MAL ILCs 72

o RILFE(Z B PRI KD DD, ZERETFEST D00

o LT R~ A DRI
IO DORITIIRERI A 0D Z R RS n=72%, 10 H 6 HD COP12 DAE=A T Mr.
Kasper Sollerger(A-f Z)& Mr. David Hafashimana (V7> )& LFEEE LT 52027 b
TN—TNEESNT, v F 7 NIA—T1F, 2 BRIl > TR S, FBHOFXREE T
RWNEE . SCEOWMIERORER, 7V —> « TF ALY, COP-MOP O&KREEITE
5iL, UNEP/CBD/NP/COP-MOP/1/L.11 & L CHEEINTz, FrUlBET 5 RIITieom@ Y
Th b,

- ESFEBSERE L COP-MOP2 £CIobied &b 1 BIEHZBMET 5, FifIES Lg%
FHERIRETE 2, FERRIIZESOMR LEEREEZ COP-MOP2 ITHET 5,

- WFRB ST (I RIL, mEZENER TIERV)~DORETTH D,

- ILCs X B EMED HBEICOWTOAFEREEZFHRNRET 5 2 L3k,

- ILCs BMREDDEETH Y . 2vD, ILCs DA T —"BINBFF 555121, ILCs {3 2
AINESFREERICBINTE 5, 7272 L, BRIIBINTE R,

- BT RERTOHRRIZONT, H6W55 N2 L Thartr P RACELRWEAE, 10 A
DEREU EDNEEREAITHE L7ZNO 4 50 3L E,  LIE8 ADZWT THRIRT 5,

- RESFREORED T EE, ILCs %% g7 5 [ AHE Tk /et 7 (possible flexible
mechanism)| OMEMEZZET L, ( [FrT X< | OFEITHIBRE )

- BERIZ@FOEB S, OMmokHIE, ()COP-MOP, 7179,

- ZESOFHOITE R LRI, O FEIEORE OSEAMEITIEMEMEIC BT 2, QD
FIE D ABS-CH IZHEH SN2 FHM O 2D 2 WITIEMEMEIC BT 2 1, GiDZ oM, &
PR AT 5 ILCs b FEERICHRN SN, A FEHREES 12 FQO0EFIZET 2
TR

72%. 10 A 17 H® COP-MOP 246 Tk, BFEBSD A /N — KDV ILCs OFfF4E 11

iz,

:mu



(3) & 19 : HIEKHIE O Z [EMHIZEREL57 DOfE#LA (Global Multilateral Benefit-Sharing
Mechanism: GMBSM) (% 10 58)

ICNP3 TOfER (E)E 3/3), ARBITRHSNIZRERIIB T L2777 v ME3HETT
bole, N2DIFERICHTORERMFETHY . b O VEDIE, B OLNT BT O LR
ZECBAT o 3E R o ARSI R AR OBIEERSE] (22T CBD @jE# (CBD # 2
&) EWVWIREEDTTNDENIEATH ST,

10 H 16 AO WG 2 Ti#mn mE v . FENSITI TRROBEASH SN,
A RRIT  BE R OEED T O OEMEREIRIZET 2 EEREAPCEE OB A HE 2

TEEREETR I EOFEL LT Fp) & i 5 Z & A REE,

T 7V HEE T Ty M A TS [E4:I2)E U C(subject to availability of funding) |

DOHIBRZ#RZE, 4 EEEEDEMIZH T S GMBSM O H E % 585,
cEU: 5 2RICMET D777 v FOHIREZRS, TE@ISCT) DOHIBROZIFIZ OV T

TEOERMPINIEATND Z LD, TOREEFFORX RS,
77U My h 72— XD GMBSM O E,

ARERICBE L L, BEEROZOMOBNMENFERICH L, BREZEHTIZ L LA
77,

FOH%, PHOFHOMR., AMRITEENTRVWIENRELEZDT, /L7 = —RHE
YT 5 52 B LH. GMBSM OBRFB4% btk 72 Z L1707z,
R EN-kE (UNEP/CBD/NP/COP-MOP/1/9, NP-1/10) 13k D@ Y,
O COP-MOP 1%, HFFEZENRO(1)~GiNFET 2 A% FERRICRNT 2 2 L 2 25
5
(i) 2 FROFRELY 7 70 —F1213 72 UE T, GMBSM O ENEZ Y78 — K3~ 2R & 13
DN DOUVNT
(il )\GMBSM DRSS & BB
(iii ) 52 72 2 B DS BE 22 B 43 12D T
@COP-MOP %, FHREICx LU T2 EGET 5, MNESEN DRSO LD E L0
LEOERMEOEFMNRERET 22 L, SMARSEELHEL, LiCE L Zitul e F
WO e, TOMEE COP-MOP2 I8 725 Z &,

4. BHUYIC

A Eo COP-MOP /1% 1 FIHTHY , MHEG VRN LG, A HEBEENANIC
FEHE LIS D IRHIE E 72 HRERICENL T ey, 7272 L, GMSBM 5T/ 8 OiEimi L s S He 1k
AR ETH 5,

—J5C, COP12 ®J5 Tt ABS OIEH GEE 18) 3% > TRV | [FHMOEMIRGL, FFZ 15 5
2B 5 ABS OHFEIZHOWTHE T D2 &) ° [FHERREIZ, CBD @ ABS &£HE -4 R
BEEOREDOA VH—7 2= ADOFEOFENT 70 —FIZOWNTOAFERITIE L TEIC



ONT, FHRHEED LA~ NOZOMOEHAEE L, COP14 & COP-MOP3 % TITH
B2 ZEBRE LT, £, SBROSHEGH LHEZEOSAE ORI 2 HH
ZHIRE T2 Z L2772 > 7-GERE 30 : S0 &R O hRILIE 1),

%&al (COP13 K T* COP-MOP2) 1Z. 2016 D 12 HIZAF L & « AR A TRESH
Do



2-2-2. BAFEEE&E NGOs IZBT 2HBEM ABS FEY SO R
—ZLEETEEMOESESE 1 @S (COP-MOP1) DYA K4 R K
ETH-HERNMS —

COP-MOP1 £HH Bl SNT- VA KA Ry MROF O EL Clidti S &Etohns . B
2% FEE NGOs ICBT 558D ABS By 7 25245,

1. FSE7 : BBSENZEDERENRR

FIET (T 7V TN—T OEFHIGFIE)IZL D ABS IEOREKR T HRRELV, 72720,
ZIUTHEARVETH 0 EhaHOKREE FILE D%/ D120, 4l EEEEOENEMIC T
720 W &2 29 5 R B D,

FIETIEINE TOEBRBIZBWNTT 7 U BebE 203 L, JeEEICkR Lo/ £k
Z{T>T&E Tz, 2010 D COP10 THAHEHEEENHRENTZZ L&, I T IIHkrL
TWENO ABS P DREFERE % 2011 4061560 L, BInE I L OBES 2 =#H0 %
FRICEET 2T 7 B AERDO R T 7 b (LR, GRITKEZR) 1Bk L7z, GRITK iERII4 R
EEOHENRBEOREREBWIEHATHY . FEHIE (FEEL 2N LFET5)
(“learning by doing”) &\ 9 EERZRZE N ER b, FEhMANZ SOWTIL, ERE RS
Btz KESICEY THA (Regulations) #5RET 5 Z L7 d, GRITK %13 2014
ERNICES IR LEAREZRD D TETH D,

1) GR/ITK {ELR D%

BT :

rEAL LT, AP EEMED R, () EnAIY EME D BUS £ 7213 HR, (OPEER 2R BB L O
RUELBA%E, () FE, BIH, 7 v —= U HIZ XD BEEIROEM, (e)GRITK 76 M 724l
BEFEBLELD LT DZ2DMTITOTrER, LELRIND,

c(@)in-situ B X O ex-situ DBEER, O)FLREIROIREY), (©BEEIFITEDE L7256t
g, (D) ko). b)), ©DFIHN G4 U HFIEE,

FEFR & 25 M)« BREEEDEA B E TR 2S5 (Ministry of the Environment and Tourism,
Genetic Resource Unit)

TR T I ATEROERICEED < [FE (Primore Informed Consent:PIC) % [#F X 72 7F
AREDZFHC L Db D& L, (@FTE. Q) PaZELAFsE, (OMEERIM. 0324 F12h 6
N5, 72k, BEEROEHIZIIRLIE, W2 0EE 35,

FIEEEy: FIURABE DB LI 2 BEICTI Ao v v VT WO FRERD D Z L ITHEER
LD,

2) HiH] (Regulations) 2 & 2 Ehafiil DR E

BANIKREIC IV IRESND, B2 T OIS 2T



BIEERT 7 v AD7 OO EEM: - E TR

T U AT O HEEE A ST TR 5 7o O DA F &

HEHIZREE L TR R Ot & it (ILCs) & Wi 3 2 BR O Y EF O H#

FFA[ERZM OO T a R L EX

TR AOFFA G 2 H T 5 M

T 7 AFFAEOIGE LR & Fhix

PEERFI OPIE T DR Fhe & & T DR

3) Atk DS

% 113 GRITK IER Db, S TR, M7 EZEARRETH 5, GRITK i£% 2014 K F
TITHNSED Z EA~HIRERRKE W,

% 21X, GRITKIERENwmE Tk Enz 6, #iH] (Regulations) DR EICELAE L, ERD
BEEE DR, HAIDO T I SN0 T, PfE T, PR, D DFske B O 2 5%
T 5 ETICRHZET L5 TH A 9,

% 3 1%, GRITK EOF R ERITITRRIBE~D 2 I v M AV MRS HOKKR, ZHEAY7R
M & 70 D, FlAX, BUFOBREPRLYSE (Genetic Resource Unit) OHEATHY 7258 /158(L.23
WML T2 D,

%41%, ENB X OESN TOE (enforcement) IZ 5B THDH, ZOV AT MMIETR
BN H D72 P v 7V OIBEE, ElEE LT MAT(Mutually Agreed Terms: MAT) o i |
MAT D7 m— 7 v 7L RE L, FIZER 0y ORERE, REEBROBEN LFEL T\ D,

SHECRGNCRENCONGC)

(tHFT : Law for biodiversity-case study. Author: Freedom-Kai Phillips, Legal Research
Fellow, Centre for International Sustainable Development (CISDL), 2014 4 10 H 16 H
13:15-14:45, Side event No. 3281 by International Law Development Organization (IDLO)

on “Building legal frameworks for the Nagoya Protocol”)

2. R\L— EHAMEHINEOREDT-OD sui generis HIE (TDHRDIKR)

AL I EIRIC B9 5 SRR R AR O R 1L (FEINTE No.27811) 2 2002 4RI iR T
D TRRNL STz, LinL, ZOEFROFEALSEEIL, FIHAEEECT 256, JiAbok
e bE D 15%% | JFFERO4E K O£ (Indigenous and local communities: ILCs)IZ 32 #A
2 ELTWA®, BlRER (2014 ) £ T2, FIHEMEHAVEGRICY 78R (T4 2 AR
KOG LIZHFIN—Eb 220, EEROBRENLRL & ZUET7 4 U B DORKEETO
o — A (FIFREL 5> 3R D3R 58_E D FAR 2 %) (ZHAMEL U 72 RSBl 0 #UE O MU ) 72 R sl Bh 1] & Bk %

1996 4z INDECOPI(National Institute for the Defense of Competition and Intellectual
Property) & E¥EE DA =3 T F 72k - T, ~Ub—dD ILCs DEMAMBHRAV R OIRED -8
DHIES D BIRE 572, 1999 . BHRICK VIREEN T Y v 7 - 3 X MIfF S, 2002
FIZEANTE No.27811 & L T THIR E LT,



EINTE No.27811 1ZAEMETRICEE T 2 £ H AR R ORE IR+ 5 R & WD sui
generis HlfETH D, ZIUTIRD 5 RKOFENLHLD VAT LA TH 5+ (O 3 FOBEH)FNG (A
® TK, & D TK, #Hild TK) OBERFEOHKE, @ T A & o ALK OBEHIE, GILCs (2 &
L FAIFREPIC) D5, @ILCs FRES DAL, @B TFLE=FY 7DV —/LOfE, T
»Hb,

2013 4F 8 H & TIZA G 1634 1 OEFERI R A B Sk S 7z, ENTE No.27811 O F Tk, &
o TK T2 TK ORI O 7= D12i%, INDECOPI OFB « HfiRIc 7 1 & A5
EEGEIZI S0, 2013 4E 7 A 12 HETICEEINT T4 v U AT 70,
ZOJFERIE, TK OpFHEF IR L TR ORRIE B 15%% ILCs (1Z3Kh 5 &5 [ENED
HEZMWET 2 ZENRARETH LD, LIRS ARSI TnD, B&H0-0, Lo, @,
OITHERE L T\, A% OB, 2Ry OREICOW TEREN R A RFTT 22 & T
»Hb,

(tHFT : Law for biodiversity-Legal Brief. Author: Carla Paola Bengoa Rojas, Peruvian
Society for Environmental Law, Reviewer: Manuel Ruiz, Peruvian Society for
Environmental Law, 2014 5 10 H 16 H 13:15-14:45, Side event No. 3281 by International
Law Development Organization (IDLO) on “Building legal frameworks for the Nagoya
Protocol”)

3. EURRBIIZX9 5 NGOs DERET “BrFE~NDEBERZITE"

REW 72T o FHtEE O NGOs Th 5 Natural JusticeEFET 7 U 7, LAT NJ)& Berne
Declaration ({fEA A A, LLF BD) @ EHEZE N ERTIEK L7z EU HANCE T 2mst 258+
%o Z 0L EUBANIR LT I ATH ] R BB Z R L TWD0, 6 0 BB K
T D ETEBILRDLTHA D,

D FEHLWAIHT (new utilization) :
NJ & BR O Tlid, CBD BLUOSEEEIL 727 A & TFIH(utilization) | % X5 L
TWb, EFETDH, LR ->T, CBD &5 WITHEEEORIANIELBERNT 7 A S
NTWTH, FIEEE 2T 2 BB IXERSFH SN BRI ET D, 75, Ziudsk
FIRPBEEEOM KL TIX/2, & FIET D,
2)  HERIIARE O 2 [E R 28 BE 2y D (L Z~(Global Multilateral Benefit-Sharing Mechanism:
GMBSM) GEEZHH 105) :
GMBSM X B LWRIH L 22 54T 258 R 0 ORBEZ RS 5 72DI27 7 U 1 « 7 v—
TNBELTEarye7 b ThDH, BEUBANZERZHRL TWD, Limefid gk T 5,
3) T AT DAHESRIIRRR
(772 &) HERIFIRO L O ITHEBRICHRTRXE Th 5  RICAHTEFEREE DI
LN BEE IR (GR) XUTE B RIZBE T DB AR DR EE NS 7 7 B A &N T



4)

5)

6)

7)

WThH, FEEDO ABSIEFIZLERN > TR TE LT, HAICAEET HEENRES
NTNWRNRBIEWIZIZEUD exsitu 2L 72 a IZF DL GR BB D LT D),
TS RN 5 Z LIFTHRRY, FFTT 4 T AIZOVWTHEKRTH D, &7 5,
FAEOITEHER B A3 Th Db -

EU #0175 EUMBEEICRIAITB EOBEBENETED, T v 7R A 2 NOBRDR B
gkar s vay, RERBBRHEHEOEATIBEEOARAT+2IERLTND,

g A2 & % #1718 (Import Loophole) :

EU 32 Y OEE (Due diligence) FH D72 WIGAT(EU L) TiEE O ABS 1545 %
TR ZRE L, £hae EU St L ClET 5 Z & ISR VR0 56
%, EUBRIOERIZR B2, ZOENRFITEZSRETHD, LT 5,

BB R VRO T D O EEEIRICEE T 5 EFES$ 8 (International Treaty on Pland
Genetic Resources for Food and Agriculture: ITPGRFA) :

[TTPGRFA OftfEE 1 ICREH SN TR WY BEEIR(PGR) %, FEEM B IRIEN
(Standard Material Transfer Agreement: SMTA) DX T 5 & T 5 i E EhiHIIE
M5 PGR #HUS L7-FIHE A Y OEE (Due diligence) ZJEITLI-E R EN5] &
35 EU #H] 4 & 4 L, FPEE O THENRMEN 2 — TR TH0Th D, &35,
{BHERI NG -

B & (Genetic Resources: GRIZBHE§ 2 fa#E ) Fn#%(Traditional Knowledge: TK) & 13,

NEER OSSR E 325 TK TH-> T, GROFHIZBEEL THY, GRD
FIRICHEHA SN D HAEICABET ARMFICBVWTEOFRHMINTVDEH D] W) EXREU
BAI3 & 7)) T, L0 FROEIICONT ILCs OFIZRICK LIRS Shgs, &
ERAE

(77 : "The Ambiguous March to Equity”- A Commentary on the Limitations of the

European Union Regulation on Access and Benefit Sharing. Authors: Berne

Declaration(BD), Natural Justice and United Nations University Institute for the
Advanced Study of Sustainability, February 18 2014. 2014 4 10 H 12 H~17 HIZFEFE OV
a T v OB SN 4 d R EE COP-MOP1 OFED NGO Blfi&kl, 7eds, BiAm SCHkIE
2014 4 2 H{ERD 72 EU HAIEA~OFIFE LT 57280, AR CIXIERXD EU BHAIO %R
THRUFEFICEZT, )



2-3. EU#RHI No 511/2014 [2DL\T
2-3-1. EU#RAI No 511/2014 D=

2014 45 H 16 HIZ, ERJM#EE (European Union : EU) N4 dEEEELHHE L=, =D
DT EU TR & 72 540 H B e =0 T COR A ERESHHE 2 3% & Lo, Af T,
Z ORI AEESHEE 2 BET D [BIINESICE T 2 BEERA~DOT 7 A RO OF AN 54
U 2 Fllak DN EN SR EL BT 24 i Bk E FE ORI A 15T 2 85 FRAE IS B 5 RK
INeES L OHEFESHA] (EU) No511/2014 (201444 H 16 H) | * (LAF, EU JHAI R
EREANT Do

72k, EU Tid, A HEEESEDO N COMMEZETHEIL. EU MR ER Ot 2 T 70
& O W TS DEERE A TR 2 MEIMER Z DR DO K& S 6 FE L~ TIER< EU b
NTHINT 22 & & L, R TOMBE UEHR) )2 A3 8] (Regulation) ZHlES 2 Z
Rl Oy =y

Fio, RBEEEEIC OV TR, FMEEOHBNA T2 L Lo Tn D,

B, AR, HETHERRTO JBA OBRIZHE S DO TH D, EEORINITHS 72
S>TIE, BT EUBAFESUCESE ZN N OFEICBOTHET L T o2& 720y,

1. EURBIDOBE
1-1) EU BRI AL
EU HAIORERKIEZ, RO L D127 >TW 5D,

1 ERE, &I R OVE R
B4 1 H105% = v 7 Otk
5 2 5% i AP %11 5 g8
3% R

FIE T

I FIHEF OB 125 W
%4 5%k FIREORE 5513 55 MlsERy e
Wh aL g LR %14 5% ZESTFR
56 5k MRS 2 MR/ EOEN 155 W7 4 — T A
75 FIHEOBESFOE=4Y T 516 5% R M OVERREY
% 8 5 BRI 917 & 2hJ13s A OVl
%9 5 FIHEOBESFOF = v

1 Official Journal of the European Union L150, 20.5.2014, p.59 (201543 A 11 Hi#&7T 7 & X)
http://eur-lex.europa.eu/legal-content/ EN/TXT/PDF/?uri=0J:JOL_2014_150_R_0002&rid=3




1-2) EU MR D R4
FHEHREICOWTHEBNZFEIT T 5 a0, EUBRIZ R L CEOREEE vy 7 7 v 7 L TE
X720,

- EU #iE Cld, BEERE EEERICBEE T a0k (UL, BEERS) Of|HZE
It LT, MY oEE (Due diligence) DJEITFEHBE AL TV 5,

FHY OEE (Due diligence) DJEITEXET HT2DD Y — )L & LT, IRD 2 DOHIFENFR T
LT\ 5D,
OFgka L7 v a Uil
@ B F5(Best Practice)fil £

B OEFEE=F ) T HA L LTI, RO 2 SDOREECTHIE DY O E
(Due diligence) #JE1T L7 Z & Z2HET HHAMANEH I TV S,
OWFFE3A DG RE
QH it D F K BRI FE B

- FHEBEOEFOF=2 Y 7 O L3NS, SINREDEE T DHERD 5 4/, FIH
HOWF T =y 7 THHMB BRI ENTND,

- EU BRI, BT E O K2 BUE LToMSHETH O T8 b & a L7 oa Rk TH
7% FIHEOESFOET=2Y 7 1585 BEFEH 1T OWTIE, Bk, Fhaimal
(Implementing acts) NEHHNDHZ & LRo>TND

2. EERFEDEHA
JIEZ FEHEIZDOW TR TWVE =0,

2-1) % 2 4% i %P
Zo EU HAIOXSR L 72D DlX, £ EEEEN EU BN TR L7-%IC, &S %
L THEHIMER 21T 24 R EZORNET, 77 v A SN-E&EERETH D,

B, T EREREEASICE LT, SRR EREEEDOHMEEAMEEZ LE, 2o,
ZHBIT LRV ES B O ERS SCEAEEE L TV S BEEIRIT, BSR4 L Sh T,
(B« BEK ORFED =D OFEBIE I 2 EERSSK ITPGRFA) OmEHxI%R L 725
Y BIRER)

o, WTROEOEEC B SRV RKIKOBEERS . 54 chs (Bl AR
BARETH) .



2-1) %35 TFE
Zo EU HANCH LTk, BEE#FEM), DEEERE], BEEROFA] bab, EWEek
PR RO BB CEDEENEHA SN D,

F7o. 2O EUHAITH @R SN HEEL, LTo#Eh Th o,

(77t &iX, A HEHREEOMOENICET 2 BEEHRUTBEEFRICEE T 56
AR D IUG 2\ 9

FIRE ) i, BEEFEUIBERICREE S 2 aAmE 2 RN 2 BN ITIEAZ
Vo,

FRAEICEET D4 &3, BEERSUIBEE I BEE T DA O R EE & FH
B ORI THRIFIL D5 LD O T - T, BAREFUTEEE IR BIE I DA R D
MADB A C R O RIED OB RBL 7 BT DRFE DSR2 E D LA TN D
BOISH LR OREFEICET 2 BN R M2 B 2 ENTET L HDZW I,

DEEIRIC BT DA aEk) &, B ROEES TS A I DIt roEnEk
THo T, BEEROFHICEE L TEBY . BEEROFHICEA SNAMHAICEET 55
HIZBWTEFOETRHINTWAHDE WS,

(RIEICT 7B A SHIZBIREIR] L3, A EEEEORGIIE TH > THATOFRIZED
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product enters the Union”

2-1-3) R ¥ (Best Practice)
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"Working out ABS”X> Ms. Daphne Yong-d'Herve (ICC) & Dk CAF L=, EUKHI
RFESEAA BRI HOW T OBNMEHRZ LL FIZRT,
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ECor607 L U &EHTZ, "The EU ABS Regulation concerns ‘utilisation’ of genetic
resources ( not commodity trade )” L& -7z, 7272 L, Ziud [ EEEROFA] 3 T (Fi
W) R OB OITA] EERINTWAEY . @F OIS (commodity trade) 132
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Checkpoints
- Two checkpoints foreseen by the EU ABS Regulation

+ At the stage of funding

- Final stage of product development
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‘Discussion paper for the stakeholder meeting of 9 December 2014’(Z(%, ’public source’
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HZ, MY OERE (Due diligence) BITES HE DL D & LTHDDTIERND,
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“Discussion paper for the stakeholder meeting of 9 December 2014”213, LA F D@ D
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“If at the time of first receipt of research funding, the recipient has not yet obtained
the genetic resource and/or traditional knowledge associated with genetic resources
involved in the utilisation, the request referred to in Article 7(1) of the basic
Regulation will have to specify the point in time at which the declaration will be
made. That point in time will have to be at the latest when the recipient of research
funding involving utilisation of genetic resources has obtained the genetic resources

and /or traditional knowledge associated with genetic resources”

(3-3) Bt DI A& BHFE B BEIZ DU T
“Discussion paper for the stakeholder meeting of 9 December 2014”(Z1%, LA T D@ v
EINTWD,
“The declarations referred above are to be made only once. Depending on the
circumstances, they will have to be made when any of the following events occurs for
the first time:
(a) market approval is sought for a product developed via the utilisation of genetic
resources and/or traditional knowledge associated with genetic resources;
(b) a notification required prior to placing for the first time on the Union market is
made for a product developed via the utilisation of genetic resources and/or
traditional knowledge associated with genetic resources;
(¢) placing for the first time on the Union market a product developed via the
utilisation of genetic resources and/or traditional knowledge associated with
genetic resources, for which no market approval or notification is required;
(d) the result of the utilisation is sold or in any other form transferred to a natural
or legal person within the Union in order for that person to carry out one of the
activities referred to in points (a), (b) and (c);
(e) the result of the utilisation is sold or in any other form transferred to a natural

or legal person outside the Union. “

(3-4)BUSSN THFZERHFE S A7 iz > T
“Discussion paper for the stakeholder meeting of 9 December 2014”(Z1%. LA F D@D
ESNTND
“Where the utilisation has taken place outside of the Union, the declaration is to be
made to the competent authority of the Member State through which the product

enters the Union.”
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“Stakeholder meeting on Implementing Acts under the EU ABS
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Time frame

* Stakeholder meeting — 2014 4£12H9H

* 1st committee meeting —20154F 55 11U -]
« Adoption —20154-10 H
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REGULATION (EU) No 511/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

n_compliance measures for users fr* | the Nagoya Protocol on Access to Genetic Resources and

g of Benefits Arising from their Utilization 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 particular Article 192(1) thereof,

Having regard to the proposal from the European Commission,

5 68 " W

State of play

* The Nagoya Protocol entered into force on
12 October 2014;

* The EU ABS Regulation (No. 511/2014) is
applicable as of then;

* Articles 4, 7 and 9 will only apply one year
later;

m European
Commission

Overview of the EU ABS regulation

Receiving
: funding
user's due monitoring

diligence =

. obligation T at the final
SR from s 9 checkpoints [
collection development

applyinga
recognised
best

practice com p| iance penalties
checks




The core of the EU ABS regulation
due diligence

Obligation to provide information on:
e When? Where? What?
e From whom and to whom?
¢ Access permit (PIC)?
e Mutually agreed terms? }
- incl. benefit-sharing
* Presence or absence of rights and
obligations?

insufficient info / uncertainties

Discontin%lisation

European |
Commission

Checkpoints

* Two checkpoints foreseen by the EU ABS
Regulation:

¢ At the stage of funding;

« Stage of final development of a product
* Due diligence declaration to be sent to the
competent authorities of a Member State concerned
* Modalities for these checkpoints will be defined
by an implementing act

m European
Commission

Compliance promotion mechanisms

* Tools aimed at facilitating compliance:
* Registered collections
* Recognized best practices
* Modalities for application of these tools will be
provided for in the implementing act

m European
Commission

Registered Collections

* Criteria to register collection or part of it defined
(Art. 5(3) EU Regulation), inter alia:

* Standardized procedures for exchanging
samples of genetic resources

¢ Supply of GR only with appropriate
documentation

¢ Record keeping
* Recognition granted by Member States

* Register established and maintained by the
Commission
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Best practices

* Recognition granted by the Commission
e Who can apply?

* Association of users and

¢ Other interested parties
* Criteria defined in the EU ABS Regulation

* Specific combination of procedures, tools and
mechanisms, when effectively implemented by a
user enabling the user to comply with the
obligations under Article 4 and 7 of the EU
Regulation

* Overseeing role
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Implementing act

* Work on-going

e Time frame
+ Stakeholder meeting - 9 December 2014
¢ 1st committee meeting - 1st Q 2015
¢ Adoption - October 2015
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Ideas for the implementing act -
registered collection

* The implementing act will define:

¢ Information, which are required to be in the
register;

« Interaction between competent authorities and
the Commission when including the collection
into the register;

* Frequency and nature of checks;

* Remedial actions.

* GR obtained from registered collection — user is
considered to have exercised due diligence -
reflected in due diligence declarations
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Ideas for the implementing act - best
practice

* Application for recognition
¢ Addressed to the Commission
* Justification for interest that qualifies the
association of users or other interested party to
develop and oversee combination of procedures,

tools or mechanisms

- which ensure that, when effectively implemented by a user, enable the
user to comply with the obligations under Article 4 and 7 of Regulation )

* Procedural steps:
¢ Granting the recognition and withdrawal
+ Information on subsequent changes

¢ Procedure for situations where deficiency in
best practice is established
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Ideas for the implementing act -
compliance checks (1)

* Due diligence declaration at the stage of research
funding

* MS and Commission to request the due diligence
declaration from all recipients of funding
If mixed private/ public sources declaration
required only once
If mixed MS and the Commission funding -
declaration submitted to the MS

« If exclusively private sources - declaration
submitted to competent authority of MS where
located

« If funding granted outside EU - also included

m European
Commission

Ideas for the implementing act -
compliance checks (2)

* Due diligence declaration at the stage of final
development of a product
¢ (a) When market approval sought
(b) When notification is required

(c) When placing product on a market
(developed via utilisation of GR)

When result of utilisation sold or transferred
outside of EU

When result of utilisation sold or transferred for

the purpose of a), b) or c).

* Where the utilisation has taken place outside of
EU, declaration to be made to MS where the
product enters the Union
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Thank you for your attention!

* For more information see:

http://ec.europa.eu/environment/nature/bio
diversity/international/abs/index en.htm

(incl. link to the EU ABS regulation)

as well as www.cbd.int/abs
* Contact: Alicja Kozlowska, DG ENV.E.2
* E-mail: ENV-E2-NAGOYA-ABS@ec.europa.eu
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MINUTES OF ABS STAKEHOLDERS' MEETING
9 DECEMBER 2014

The meeting was organized in order to gather input from the stakeholders on the
discussion paper reflecting ideas to be put into the draft implementing regulation.

The EU ABS Regulation 511/2014 gives certain tasks to the Commission such as the
development of an implementing act related to three of its Articles (register of
collections, register of best practices and monitoring of user compliance).

The EU ABS Regulation 'transposes' into the legal EU order the compliance pillar of the
Nagoya Protocol which was adopted in 2010 and entered into force on 12 October 2014.
The EU ABS Regulation entered into application on the same date.

The timeframe for adoption of the implementing regulation is as follows: a first meeting
of the ABS Committee foreseen for the first quarter of 2015 (if possible at the end of
February) and the adoption of the regulation in October 2015. The Commission intends
to have the final text ready (to be shared with stakeholders) by mid-2015.

Article 5 — Register of collections:

The Commission presented the outline of the provisions implementing Article 5 of the
EU ABS Regulation.

Stakeholders expressed the following concerns/remarks:

— Several initiatives are on-going at the international level concerning the development
of ISO technical norms. All regulations and standards that are being developed
should be compatible with each other and the EU regulations should take this into
account.

— Clarification was sought with regard to the situation when genetic resources have
been acquired prior to the withdrawal of a collection from the register. The
Commission explained there was no retroactivity in the proposed implementing act,
so a user who obtained genetic resources from a collection, which was registered at
the time of obtaining it, would be considered due diligent (regardless of the later
withdrawal of the collection).

— Clarification was also sought with regard to the withdrawal procedure (which is
stipulated in the EU ABS Regulation).

— A concern was raised that Art. 5 of EU ABS Regulation was drafted to facilitate the
use of genetic resources (there is a clear benefit for users to use genetic resources
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from a registered collection) but the benefit/incentive for the owner of a collection
was questioned.

— Collections will need assistance to make this article effective.

— One of the participants noted that, if he had a choice between the collections, he
would choose for a registered collection.

— It was noted that the term "collection" can cover both the genetic material itself and
related information. Article 5 of the basic Regulation applies however only to
material. It was suggested that information related to genetic material should be also
addressed (if not now, then in future).

— It is essential for R&D that scientific material flows as easily as possible.

— The ABS Regulation and its implementing regulation are a threat to external
cooperation between the collections.

— The list of categories to be ticked is a "mixed bag" which may lead to confusion. The
Commission explained that, if the category 'animal' is ticked, there is no need to tick
the category 'semen' and 'DNA' as it is already included in the first one.

— The question was raised whether non-EU collections can apply to be recognized,
based on the EU ABS Regulation. The Commission explained that currently there is
no such possibility.

— Clarification was also sought on the relation between Articles 5 and 2 (scope). The
Commission confirmed that only material obtained by the collection after entry into
force of the Nagoya Protocol and from a Party to the Protocol will be subject to the
EU ABS Regulation requirements.

Article 8 — Register of best practices:

Stakeholders expressed the following concerns/remarks:

— There is concern about the term "other interested party". It was argued that the other
interested party should participate somehow in the value chain and hence the criteria
should be cumulative. The concept of 'having interest' is too broad.

— The question was raised whether the EU ABS Regulation foresees the best practice to
be a control system or advisory system. The Commission explained that the element
of overseeing the best practice needs to be included in the system, even though
certain flexibility is possible.

— Another participant noted that the requirements are burdensome.

— Clarification was sought on the issue of one user, continuously acting against a best
practice. Would this be a reason to have the best practice withdrawn? Wouldn't it be
better to say "several users"? The Commission explained that the procedure for
withdrawal of best practice, as stipulated in the EU ABS Regulation, takes account of
such situations. Art. 8(4) of the EU ABS Regulation clearly refers to the examination
of cases of users failure to comply in dialogue with relevant association — to see




whether they indicate possible deficiencies in best practice (or whether these are
isolated cases of non-compliance).

— Itis difficult for associations to control best practices. They need support to be able to
implement Article 8.

— The decision of the Commission regarding granting of best practice, or its
withdrawal, should be subject to appeal. Concerns were raised whether the
formulation of Art. 9(1) of the EU ABS Regulation would allow for such appeal.

— Concern was expressed about the lack of clarity on the terms "ensure" and "enable"
(procedure for application for recognition of best practice), while certainty on these

terms 1S a must.

Article 7 — Monitoring of user compliance:

First checkpoint: due diligence declaration at the stage of research funding

Stakeholders expressed the following concerns/remarks:

— Surprise was expressed about private funding being included in the scope of the
Regulation, as Article 7(1) was perceived to be only related to public funding. The
Commission explained that the word "public" was taken out during the legislative
procedure of the basic regulation. The scope was then expanded to cover both public
and private funding.

— Clarification was sought whether a researcher is supposed to fill in all the information
of the annex. In addition, a concern was raised that there is no differentiation between
the level of information sought under the due diligence declaration required based on
Art. 7(1) and 7(2) of the EU ABS Regulation, even though the language of these
articles is different.

— The question was raised whether private funding coming from outside the EU would
also be covered by the implementing act. The Commission clarified that it does not
intend to cover private funding coming from outside the EU. However, funding from
the EU going to 3" countries is addressed by the implementing act.

— Clarification was sought regarding the point at which the declaration should be made.
The Commission informed that there will be no declaration at the time of collection
of the genetic resource, as the triggering moment will be the utilisation. In case of a
simple analysis of genetic resources without subsequent utilisation, no declaration
will be needed.

— The timing for the declaration is not really clear. The Commission explained that
different scenarios are proposed in the discussion paper.

— A definition of the term "funding" is needed.
— A comment was passed that there should be a possibility to submit additional

information/give additional text (for example on difficulties in the way of obtaining
prior informed consent or mutually agreed terms).



Second checkpoint: due diligence declaration at the stage of final development of a
product

Stakeholders expressed the following concerns/remarks:

— As the discussion paper says that a declaration has to be made only once, a
clarification was sought whether the declaration is to be made per genetic resource or
per plant variety. The Commission explained that a declaration is to be filled in for
the variety. Space can be included in the declaration for the various genetic resources
under this variety.

— Clarification was sought whether pre-commercial trials are covered under the
definition of "placing on the EU market".

— Concern was raised that requiring due diligence declaration for utilisation carried out
outside the EU is not compliant with Article 15 of the Nagoya Protocol.

— The question was asked whether, when a company is active in more than one
Member State, there would be a need for all Member States concerned to deal with
this company's declaration. The Commission explained that sending a declaration to
one MS would be sufficient (for example in a MS where the company has its
headquarters). The need for determination of the competent authorities in such cases
was noted.

— The question was raised whether the need to make a declaration covers also situations
where technology is transferred.

— A concern was raised that the annexes take the PIP Framework insufficiently into
account. The Commission explained that PIP Framework falls outside of the EU ABS
Regulation; therefore there is no need to file a due diligent declaration.

— The term "via" needs to be clarified in the sentence "a product developed via the
utilisation".

— Concern was raised that it is difficult for the end user to trace the chain of R&D.

The Commission will consider the above raised concerns and observations when drafting
the draft implementing act.

Need for guidance:

In addition, the stakeholders stressed the need for guidance in the following areas:

— Scope of utilisation (R&D),

— Definitions (including on the term "user" and "traditional knowledge"),
— Breeders' exemption,

— Temporal scope,

— Users' obligations and the limits of it.

The question was also raised whether the guidance should be provided in the form of a
guidance document or a recommendation.
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2-2-4. 4th ABS Business Dialogue

Public-Private Partnerships for Sustainable DevelopmentZ ¥R

20161 RICT v —2 » aXun—707 0 CHlE S U7 5#54/71ABS Business DialoguelZ £/l
L7zoT, UF#ET D,

- BAfE HF : 201564F1 H28H (k) 9:00~17:30, 29H (UK) 9:00~17:00
- BAESAT . T o~—2 « a~Xn—4" Eigtveds Pakhus

O =

T — B, T~ —7 pE¥HEY  (Danish Industry Confederation) ., ABS

Capacity Development Initiative

- BERR - A EHEZO F TOBLBER~DOT 7 A LFIEE S (ABS) . XV EFEN

([CHEBARER 7 L— AU — 27 T 5720, BIsERORME, FIME, Rl
HHEPD-ERICRL, BRAKZHBL, A= F—Y v T 2EE BT S,

BINE AR, EREUR, 7T av s vay (BEE, MYWE. HEY) . BUT
BbRE (SLyEH M LRI Y ) EHER R ROt K O£ (Indigenous
and Local Communities: ILCs) {XFEEHE, Ltk Ny 7 777 REFFOAD,
80 AN, HUEAIZIZ, BN, 77 U B bOBMERHOLT, oMzl
K. HEERDD BB, TUThBIE. AAROB RIS,

AADN DL, B | RSP E T g S 4 Y Y — 2k % — (NBRC) |
NAFAFAN)—e (JBA) B&INLT,
A= SN
1H28H (K) |1. Opening
(@RI 2. Introduction to the Business Dialogue
3. The entry into force of the Nagoya Protocol
- Status of ratification and outcomes of COP12/MOP1
- - Regional and national implementation update: policies, laws
and regulations
| [4#%] | 4. Coping with the Nagoya Protocol — guidelines codes of conducts
pilot projects, etc.
Approaches being developed by the private sector
Approaches being developed by basic and applied research
5. Supporting ABS compliant value chains in cooperation with the
private sector
Key issues to be addressed
Possibilities of support
1 H29H (K) |6. Implementing the Nagoya Protocol: better understanding
(/A1) sectoral differences and trends
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7. Working group sessions

[F#] 8. Presentation of working groups
9. Accommodating sectoral specificities in national regulatory
frameworks

10. Closing plenary: What cooperation is needed to make

regulatory frameworks

- R
CBDEHRathd, SN LT-AE L VR EERH > 7-, MEIILLTFOWEY ,

1. CBDEHB
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ABS-CHNRI= T _R&EEE|, 20BN 2 Bl DICMBEREWE BN, &EE R
DIZHEERFERE LT, PLFO3SREZET T2,
CERERSTH LG T2 NES THDL L
ARSI IEROEY CEMTH D Z &
- ROVZBBML, OEMET L L

2. 721)h#ESE (African Union Commission)
REFOT 7V F1#A (African Union: AU) Guidelines on ABSO#EJT,
AU Guidelines on ABSi%, OAU Model Laws (7 7 U Z#—#tE €7 k) OF,
L EEEFEENRONCET D72ODHA T A
2015 FEH DAURE TOERBE TEL T D,
AU Guidelines on ABS|Z, "Policy Framework” & ”Guidelines for the Coordinated
Implementation” ® 25 %
NED I L, FRICEETRERIILLTDEY,
—IRE~OT 72 2 LFHEAL TH, FRIOFHRICHES S FE (Prior informed
Consent: PIC) EAHAIZAET 554 (Mutually Agreed Terms: MAT) 7234435
—ERERE L TR SNARWIRY . 227 4 7T 13RS S, 72720, BRONAER S
NDLEITIT R & BRBROTFINUAE D Z & AN EE
— HUERBIR D Z[E FFIR AL 53 DAL DRIER & 0 RbY 72 Tkt % Sk
— R HHRRIRE ) O O B TTRFRE AT RF O 15 R BA 26755
—AUNEERNOFIAE & 2 W34 RS E O E TRt a8 i & 2 5% T T D
DRI T D FIHE 2 5%0E
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. IFFET (TFFET7EMSHRMEHERR)
« TF AT TOABSD FERIRILUZ DUV TS
- ABSHH4 45X, Ethiopian Biodiversity Institute (EBI)
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+ Scope - substance

— Utilisation of genetic resources (€T 47 1 + FL— RiZ&EN2)
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—ITPGRFA%, O ABSIZEY 2 [EERSCETH AN — SN 5 BIE IR
+ Scope — temporal and geographical
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« F = v 7 RA 2 ML, Patents Office, Norwegian Research Council, Plant Breeders
Office/’fH24

. TSV (RERE)

- 77 VNVOABSH Y Y FIL, Brazilian genetic heritage council (CGEN)
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Discussion paper for the stakeholder meeting of 9 December 2014 ..........ccccevvvveeerveennee. 252

“Discussion Paper for the stakeholder meeting of 9 December 2014” (Zx9 % JBA ®
=37
Comments of Japan Bioindustry Association (JBA) on the “Discussion paper for the

stakeholder meeting of 9 December 2014” for implementing provisions in relation to

Articles 5, 7 and 8 of Regulation (EU) No 511/2014 .....c.ooveeveuieuieeeeeieeieeeeceeee e 261
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1) BEEZRA~AOTIERRGEOFEHDELSFEDAENDEEAES
T L E BT HICET AT TR RAIRAIE AL 3 L AHE R

XL &I

1. BEEFE~DOT 72K ORZFOHMHSE T HFIZEDNEN SRSB4
BREEICHET A —T o FRERIBUNEZEES (UUF., TEFMEES] £0vw9) %3
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2. BUMMZBSE 3EISAEITIE, LU ORI EZ OMBUR DR R LT,

Angola, Antigua and Barbuda, Argentina, Armenia, Australia, Bahamas, Bangladesh,
Belarus, Belgium, Benin, Bhutan, Brazil, Burkina Faso, Burundi, Cambodia, Cameroon,
Canada, Chad, Chile, China, Colombia, Comoros, Costa Rica, Cote d'Ivoire, Croatia,
Cuba, Czech Republic, Democratic Republic of the Congo, Denmark, Djibouti, Dominica,
Dominican Republic, Ecuador, Egypt, Ethiopia, European Union, Finland, France,
Georgia, Germany, Greece, Guatemala, Guinea, Guinea-Bissau, Haiti, Honduras, India,
Indonesia, Iraq, Italy, Japan, Kenya, Kiribati, Lao People's Democratic Republic, Latvia,
Liberia, Madagascar, Malawi, Malaysia, Marshall Islands, Mauritania, Mexico, Morocco,
Myanmar, Namibia, Nepal, Netherlands, New Zealand, Niger, Nigeria, Norway, Oman,
Pakistan, Palau, Peru, Philippines, Poland, Republic of Korea, Rwanda, Saint Kitts and
Nevis, Saint Lucia, Samoa, Saudi Arabia, Senegal, Serbia, Singapore, Solomon Islands,
South Africa, Sri Lanka, Sudan, Sweden, Switzerland, Thailand, Timor-Leste, Togo,
Turkmenistan, Uganda, Ukraine, United Arab Emirates, United Kingdom of Great
Britain and Northern Ireland, United Republic of Tanzania, Uruguay, Viet Nam, Yemen,

Zambia, Zimbabwe, and the United States of America.

3. F7o. LT OEEHES, HFIEERIZ ORI 47— =23 g LT,

Food and Agriculture Organization of the United Nations, Global Environment Facility,
International Treaty on Plant Genetic Resources for Food and Agriculture, FAO, UNEP
Regional Office for Africa, United Nations Development Programme, United Nations
Environment Programme, United Nations University - Institute of Advanced Studies,

World Intellectual Property Organization.

XUNEP/CBD/COP/12/6 14 April 2014  http://www.cbd.int/doc/meetings/cop/cop-12/official/cop-12-06-en.pdf
(20154E3 A4 20 H7 7 & R)
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4. DAT O bRE\EEN AT — =L LTSI LT,

ABS Capacity Development Initiative, African Indigenous Women Organization
(Nairobi), African Union, ASEAN Centre for Biodiversity, Berne Declaration, Catedra
UNESCO de Territorio y Medio Ambiente, Center for Support of Indigenous Peoples of
the North/Russian Indigenous Training Centre, Centre for International Sustainable
Development Law, Chibememe Earth Healing Association, CIRAD - Montpellier,
Community Development Centre, Conservation International, Consortium of European
Taxonomic Facilities, CropLife International, Deutsche Forschungsgemeinschaft (DFG),
EcoLomics International, ECOROPA, ETC Group, Fridtjof Nansen Institute, German
Development Cooperation/Deutsche Gesellschaft fiir Internationale Zusammenarbeit
(GIZ) GmbH, ICLEI - Local Governments for Sustainability, International Chamber of
Commerce, International Development Law Organization, International Federation of
Pharmaceutical Manufacturers and Associations, International Institute for
Environment and Development, International Union for Conservation of Nature (IUCN),
International Union for the Protection of New Varieties of Plants, Kobe University,
Korea Maritime Institute, Korea Research Institute of Bioscience & Biotechnology
(KRIBB), Korea University, Korean Intellectual Property Office, McGill University,
National Institute of Biological Resources, National Institute of Technology and
Evaluation, PharmaSea, Pukyong National University, Red de Cooperacién Amazodnica,
Red de Mujeres Indigenas sobre biodiversidad, Responsible Ecosystems Sourcing
Platform (RESP), Seoul National University, Sophia University, South Centre, The
Union for Ethical BioTrade, Third World Network, Tulalip Tribes, University of

Yamanashi (Japan)

BRE1. Be

5. AZAIE 2014 4 2 A 24 H/FRAT 10 B 5 4310, KeERERERIKRE Y 2> - 30~
(Jeong Yeon-man) (2 X - TR &7z,

6. Yar-arvryRid, REREBFZARL TSMBFBIHEDOELR L, 4 HEEE
FORMFZ AT THHEZ IR S L 5 & 2EBESOBRIC, Bz R Lz, FRIE,
KigBRE (LT, w@E) 138 EEOENER & 2ot < 2 mTRElc 32720, BIEEIR
DT 7B A EHERALTICEAT 2IEFRORIEZED TWDH & AT LRI, ZHUCEEEL
T, BEBUMTERE R LB RO A HEE L, ENBIREROZNER ., R, KO
Feot vl Re e PR 2 R T 5720, ENOBEERICET 57T —F X—2AOWE L IHE LT,

FKIE, 48RS EEICHETIBNMEESOE 3 RISEG TOHMEIZL > T, 2014 45 10 A
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FEON)NT 72,
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10. 2B 11 [EFEFNESEEZOZOMOER & LT, /32 « £ 42 (Ban Ki-moon) [E#EEH#
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PR 2 BEER & BGRB8 @A S DENEFICE->TT 7 &
ASNTEZ L 2MRTH720, FHYDOEE (due diligence) 09 Z L2 EET 5T L AR
oMb, 77 BAFAORNG L I 5BEERICET 2B ®RIZ, ABSZ U TV 7 - R
IZFgR S AL, IRMEE IFUEE CTH X DNEFFRI A A E OER E —H L TWDE0E D I E R
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THILNTE D, TODH, MEHESHIZED 2 EFME L, FRIOHEHIZES < [FECH
HIZABET %M. TOMOREE T HH 0 RO IET SN EZ G5 2 LN TE 5, HY
DEBOES T, MEEHORMEEE TOREROLN, 7T VT - NTRZT 4 —F
Ny 7 SND, MEEEIZEE D R E Y OEF 2 DR 1256 UTRIHE D,
I L 72 D2 BAEIRICE L TRESNTERD A ZEEIRERH L Z LIZKIE, Lrb
FHAZAE I Lo 1o aicid, SAREH Sh D, TBEIMEE, SUIHFHHEEO L6 5
DOiFE BT 5 2N%, MEEICHE R ZR LR D,

28. EU MWAEIC X 28 EORUEICEE T 2 IR LTk, EU BANTAMBEEIC &
S CESFREND D L=, BEEAZIMEL T2V ENT EU O#HtHEEORRICE £
NHZ LIz, MEELZTRICESTT LI Db, £-. MESEOHUECHIT = A7
Va—) W LT, MEEOENT vt R EEIRPREIC L D720, BARR 2 R34t
TERNERAT,

)L LT I4KIZKBEZE

29. AT 7RI MPEROLNITHREFCEZ R T o LHL 22RO, 29
U7t oM L i A e BAE 32 2 E N EES LR Lz, B2, BEEROEEND
P & IEREAORIAZ XA 5 2 L2, EOBEZSIEEI LTS, IEREDL DI
ITONTNWDLONEEEL, ELNLVOEMICHAEEZEZOLZ ENTFETH D, PRI
Fxv IR bEBRTHE0 L, 7T 0 A EERBHTEEEW & o 2 — 3 BUIEREREH
LTWD XD RBIF AT AZFIHT D2 &b EO T, IHRILA B DI 5 14BN 72 %t
JEHETND, FEBBREES ZENEHBOEREA I,

ANL-NUTERIZESEE

30, ANUTRIE AU RET 7R ERIRRE ORISR T D720 3 8 ORIE 2R T T
& Llc, ERAEMSHEMNRPHNEOFINEZENSOT 72 ZABRAHY U, MZAEmEE
PERERE N Z L ICEN ORI E D OERZNFE L AMZ RS 2 B 20 #ior o 3
T %D, A > KT 10 LRIz . 727 ' X EFIRERLCET 2 EWNESETT &
NTWo, Lol SMBORIMAE 2B L, FRIOERICESREORMSEZMHR LY,
FHEIZEET 2R/ ORI 2R L2 T EHAII I E Thholz, £, 4dE
HWEFTD & O REBRSIEN NI RIZ T,

EOVAVED DAY VAt -3 J P b=
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31, AV AR, (bR SIT RO A L THIREL TR0, BN L-2Z L&
FEFITBNTND kT, T T4 =TT DIFADDT N2 AREBENG, BT
A X —%ROTHNTHN->TLE I AREERDH Y. Z 20 bRE® EERAFRE 555
N5, JREROHSOMIES FEEFLCRTICI T 57 7 & A & FIZEBL S Ol Bkt
FTHEHOM BT, ) LIZBEOIIIENL > T D, & AN, MRFIEREEEEIC
HEPLERL TS, 29 LI-RBEOMRICIT S E S ERMRH 2 4 /M Combl et i E
HTHY | EEHEE DM TOmBEZ @RS BWVHRIEN 2 £Te 2 L2535 L Bbh b,

32, HEREICHEX, TLVBYTFU A—RARNTUT XFy TV TAFFT
7Y, a7, aAXIH, a—r IRT—), =T b, = FFET, 7T A, K
AV, ¥=T, F=TEHU, AT, BR, ~Lb—7, FErya, FIET, =
V=), SNV x— NFRZ — T4 VB @E V'Y, ST IET,
BXTN, T 7V AL A AL RT 4=, BE (FL— T YT U ROART A
NTZ v REEERE) .\ UALTT A T 7Y G R OEEREEOBRENBE L,

33, BRICAEEBEZZMUEL T DWW O OREIT, #EE O HES 5 2 B
T 5 ME L ATBCESUTBOR EORTE OB R E L HHN S AT 72 Ffe 0% O Lo RTEIC B
THREBRE R AT, FDIFEAEN, HUET v X TIHEEROASCHIEHLES . E&ERER
DFGHER), FERERFIHEZ O OF|FERRE & DRV HEL Ei L7 mE L, £
PHEZEAHUE L TORWEEIERCMA L TWARWFHIE L, SO A~ HER 2k v iR
L. ZTOHMIZEN>TED XS R AT v TR BETenE il Lz, %< ORRESHEUED UE
i & LCALiEFRICRD HL T\, BRICHAIRZEE L, SRIREFF> TV HRIES HiL
X, REWHEEBEOMOEL H oo, EOBEBERT — & X—ZADOERIZEY FLA TV 5 i
FES ST, BRIEERO T —F R—2AOREELHE LIMHOELH Y, HD50IEEN
R LTV ARIKNEG S o7, 77 R EFIEREICE T 2 EFEEE 2 5K E LofNE S
biuX, REFORKNEG HoTe, Z< OENKERANEZZT, 2014 4 10 H 04 HE#E
EHEORNIEDOEE L L TORFZ R T EMBARMESRNORNESZEROS 1 HSAICHIC
AL, BMEELHMET L LETEL T,

34. RN Hisge, 7 > 7 AHUE, 7 7 U U T, EOBGHE & ik o BUkEL 23[R REEEST L
TWe, BU L~ LZ R 5 L BU BEELMHEL, EXUTHNIEE s L o123 570,
ARG IR N OB A EGRRO 720 DT 7 & 2 L FISES T 20— L& E D 558
ENREINTZ, —EBOFRIEIL. EU & LTOFROTZOICENTOHMET 0 ' 20BN
TWD Lk~ T, 77 AMIBRDE A & Hlgi) e HAORETH A Lz, 77U BWEER
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VLEEE U - EEOEM AT D00 HA T A4 Bl LTz, A N7 4 o RI3EEE
57 7Y DEESICERIRO DI Iz,

35. WL ONDETIE, BEERLOEET 2{EHAHGR~D T 7 & 2 NZE OF|H
NHA T HF OB ST A2 HENBEICEMNEICE ENTWe, MAEICEET L5, F
AT HRICEES < [, REMAICRT 2613 & 501 AR RZRk, FIHEOHE, HY
DOEBOERIT, < OFIEOBFOEEICE T Wiz, —HMOMNEIL, JFEROH
2 N OHiE A2 ORI 2 (R EET D HERI R BLEZ BRI L Tz, L LEL OGS, EE L
DFERE—BWE AT DIIBATHELZ BT O MLERH Y . Z07dl, BfTOo7 7€
A L RSBy DR L BOR O Z i L TOWAFNE L H o7, HAFOEIX, 450 &
LN LENBEN S D720, #HEZEOMIMBEIZ OV THRIEFERBRREZHET L2 L0
L IEZFB L, WL O ORKIEIR, BtE~AT 2B A ENT T T A0 E LT,
FIERBREOM CHREE~DERNEE 722 L 2R LT,

36. —HOMNEIL, AHEBREEORRLY bATOT 7R LFIRES (BT 5 E
WHLAI D E N2> 157 ZENT DWW CEE Lz, EEOKHKIED ., FFRi2 817 25RI2, 858
JROPEEFI & FEREENRIR 2 XA+ 2 Z ERNFRAIEE VWD Z el bhoTo bk 7=, B
ML ERZER L, MEEZRILL, MBSO LR T 572012, BfFEDO T AT A
AL LRI T 20BN H L Z L THERD—H LTz, W OO TIE, @ EICHE
MR BB TRITRED NS, NN D 2 baRENTz, 77 ' A & RIZEE Sy (2 B
LRI T 5B L2 — i b T D DONREN S Z L 2R L-RE S HuE. BB D
L AL O T, EEOMRD 24 /EHRETHZ L2 BN LEMUEL b7z, K
o OFEGRIENL, SRR FRERE . BUROM TOMINETH L Z LIZRE LT,
T, WEELMOEERECE, FICHOFTAES BHRESICEATIHELZZ L E L OMA
ERIZOWTE LR DEmNLETHDL L Lz, W O0ofNEI, AR ar 7 v e
YOPNE NS IBEOREIC IR R LT,

37, BEEOHMO T o ATHEULIMEOZL ZZOEICEHAEDLDOTHLN, — &
OIER G T Z LN TE 72, BUFRERHIZ & > TOWDHRKEIT, BEMNOBEME, HER,
FE, A—F—2 v TNLAE L DREEL R L Tz, WL O»OFITik, BiEE 7 o
T AR AR AEDFEE L 725 Z LN LN > Tz, —EBORHRIENL., eIk
L3720 OEFIPBFFETINC A btz 2 & 2R LT, MBSO SUBRI R SR, O TidZ 2
MOAEFEND SEARFIEN, HUELEMICL 9 2 2 & bisf Sz, FRCBIRE ERFFET,
RE IRESEO AR TE . B R T OMMHEICEE S 5 7 a2 2B W T, iR, B840
IRIAR DOV TR LT, ZRoZid, BRI SR A RO IZRNE S & o7, FfEE,

REBEIZ TN TN OE O Z 8 U CRE SN LEHRIZESRETHD L LT,

FERIE O 222X, BT 712 EFIZRE D OO R EICHT 5 ZE L&D, R EE
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(ZF 1T D HEMEIZ T T RESIHESE D T2 6D D & G SCER BT SR DRI B 2 R 25 - 7o
EbWw<ohrbol, 2o LexEEZTLEbZORBRZHE L, KR 72V 7«
& ENERF R &2 TS — P — & LTI, W ONORKIEITHEREREE 7 7 > U 7 4
il e+ R E 251 B S ORI Y N EEZ LR L7,
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(2) CBD % 12 E#FHIEI=E (COP12) IZHI1T5 5 8 & j IEEIEDER™

2014 10 H6 H (H) ~17TH (&) 1ZhiF T, \EOEE (EarFyy) IZBWT, AW
LRSS (CBD) 45 12 [MifRIESE (COP12) 23BEfie St7-, COP12 TIXEkEA Iz ou
TiEmmM T U=, AFETiE CBD & 8 55 j M UBHEIEI AR D NEIZ DWW TR T 5,

1. ZEfREXE

CBD %5 8 4 j TE K OB 2 1 2AR D TH IS SOV T, B2 21T 9 7212 1998 4E> CBD
5% 4 [ElfrESHE (COP4) OWRGHRIV/9ICHESE | 15 8 & j HAUREEHEICET 24— =
v REMIEEESE  (the Ad Hoc Open-ended Inter-Sessional Working Group on Article 8(j) and
Related Provisions) | (LAF 155 8 45 j HMFERE] LWV 9,) DBREINTWND,

AlElt COP12 12563 h, 20184510 A 7 H~11 BIZHNT T, B FHDEL b U A—/UZHB T
% 8 4k j HEMEEIEOH 8 RISAD B S L. LTGRO R, REERFI RS COP12
8-S5% S QAY LN

2. COP12 [2HI+5H5E 8 & j IERSERE
COP12 TI5 8 5k j TATESEM S DMERR U 7 SCE 2 A TEGR 0 M Tk L, BB LUT OMRGEDEIR
iz,

W 85 jEEEERE XII1/12. Article 8(j) and related provisions) DI

A 8% JHEICHETAMEXTOI S A, RUFHOEXIZE T AER OUER Uttt R
(indigenous peoples and local communities) (LATF TILCsl &ULV5.) DFIRMLZSIMND
BEDT=HD * H = X LDOEMIZRZEH RS
= ZIVE TOERRIRULZHER Lo, fiffIERCEE RIS L B D IF et 2 256 LT,
F7=. &IE] CBD % 13 [alf#HES % (COP13) DRICH 8 45 j TEIEE A A % (1]
BT % = & 2 RTE LTz,
= AR O rTREZR BRI AN Z B3 D FRAE., i o i K OV At ORI RIS
LR 7R EEZ BT DAEEIC W T B IRE LT,

B. &MESE | ERUVEERTEICETAIEETOVSLOETELGERERE LTOEI0EGE
2510 & c 18)

O LR GRIERY: W R )

AR ONEO—EIL, Beikmibhe CEFIE B) MSHBERROMEDIE ) FIARDMEHWIIE] BFAREE =
25780084) (T X DHFFEHERD—ETH D, )
13 8 4c | B A Oam oW L FWEET 2 OMEE AL S SV, Report of the Eighth Meeting of the Ad Hoc
Open-Ended Inter-Sessional Working Group on Article 8() and Related Provisions of the Convention on Biological
Diversity, U. N. Doc. UNEP/CBD/COP/12/5 (11 November 2013).
2 NERTIE TRER] RSN TV, %ikd 2 HEEZBIT 2860 & OBIR AR CIX TEER) &EKLT 2.
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= [ZFISERNE 10 SITHRIEITRT U TSRO RCESR OFHge rTREZ MBI L,
—IEDITEN A ERET ABUE T, ¢TI [REXIIFHErTReZR R OEEE & WNr T 215
FEB 72 SRS TSNS » T A IR ORI FIETT 2 fRil L R ORI T2 2 & | &R T
Do

= 55 10 5k c HOFERMOIRED 729012 [EMZARIEOIEE 2Rt rlRe e FI B3 51T
i+ (Plan of Action on Customary Sustainable Use of Biological Diversity) | Z £
WUz, £ LT, YA TEEHROFE A RO 5 & L Hic, ZOFEIZIL ILCs D+453h»
ORI SBINPRETH D Z L A fER LT, £70, FfERCEEMRS e Lokt L, 32
MElZAR D EAN, BRI E AR5 L,

C. EMZHRMORE & FHERIAEAFIRICEE YT HEHIEIEDIETT (repatriation) D1=HD
RRX k=TS9 T4R - HA R4 O OR%K
= BUFHERS OFPIFIC X HEHHARR ORI T 22 G ORELZRE L (RL, TH
WPz L %),
= fRE. BREIE AR (ERSEGBE R SRS (UNESCO) ., A EnrpT A RS
(WIPO), EHL(ERMEFR 7 +—7 2 (UNPFID 372 &) (2xfL, fEeEfdts 71
R4 AT 2B RO Z TG L,
=  CBD FHRICH L, FMREEOXE, HROL Y F L, HEROEFFLEGE LT,

D. CBD DT TCHOUERVEHTEEZETEIINT S42R9 1, 10, 12 0REOERAE

= CBD #; 8 4t j M OBREBUE DO EMIZ AT DIFET 0 7T LD Z R T4 2 A7 105,
B AT 1281200 C, FATNCEMT D Z &, T OEEN T RE S0 EE
TA—T LIBTHIEEL WA THDIRNEZ L2 LT, £DO LT, 7 X RS
L ZOEINAML A TE L, 55 8 5 j HEIFEEAIT L, B L LTUA KT %%
OREZEATH Z &, F B UTREERHNEORBIC T 2572 L2 Eieft
ROVEREORGESEAT D Z & %Rz,

= FEOE, BEHERERT, ILCs ST HiRitE 2Rk 5 L & bic, CBD FHE/RICHY
FLOEETO LT L,

E. E#HAIEE. TRRVETORE. RERWMBEICET D4FRIDHIE (Su/ generis systems)
= SRIEERIZES T DRI OHIE (Suf generis systems) (ZB89 2 %3 (Elements) (i
FTHR) 12O\, #RIEICR L, EE., EWNESICHES T, IEHT2 X9k TnD,

3 RN HIAGE T, SRR T 2% 7 +—7 &) (EIRES) LRLINDHH, AR CIIAEOM TR E
FETHLAEER LT, I CIREMEICBET W7 +—7 A L& T 5,

4 B2 T ARKPIFERROF AR DRI -OHRIORIEIZIES < KR (prior informed approval) SEIZB3 5 A 1 =X
I IESEDOREDT- DDA KT A v DEIE,

5 2227 10 : AGHBVERROBE R RIEEHOWE R OBEOT- O OIEER VT A KT A - DHRGE,

6 X A7 12 : 5 8 542 j HOFRED =D DENDIEFCA I = X LOHEETHRET D04 KT A L OFRIE,
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Flo, 8 & MIEERITR L, A Y 7, 10, 12 ITRDEEOMET, #EWH., X4
IR M OHEEE () Z2TEMT2 L oKk,

= KiRE. ILCs ZEiZxf L. FEllOHIEE (Sui generissystems) (2B 2B RO Y
ZROTZ,

= FERIESEI L, FRIOHIEE (Suf generis systems) DSFAARMET HT2DD A 1=
A IR LTz,

=  CBD F#5/mixt L, WIPO OEISEN, Anhthkim & 7 +—27 v 7 2B 2 BURFH
Z 8% (Intergovernmental Committee on Intellectual Property and Genetic
Resources, Traditional Knowledge and Folklore : IGC) ~IF RN O FRER D
fittoe 2 B5E L7z,

F. AE IEERERUHIZE S (indigenous peoples and local communities) |
ik

RO LY COP12 T 8 45 j TIZRRE L THx 7e NADTER# - kS huens, COP12 T
KOEHZEDFEEIL, HEE [ ERE K g 2 (indigenous peoples and local
communities) | (IZE89 25 & D TH -7z, LU TId, i £ TORGER OZF DN DWW THEITT 5,

3. Rz CHERMGTHER
CBD % 8 &5 j HHIE, LTO XL IITHEL T D,

(%5 8 %]
FERIENE, FIREZRER Y . 2D, WM RYEITIE, RO EZITH, -+ () ---

(G) BEDOEMWIERIZIE, AEOSZERMEORA L O TR 728 FH I B3 D {5HH e 4
A H T 2 EROES KOt (indigenous and local communities) D%
ik, CRMOBITAEEL, RMELLUMERTT 228, 2O X5 2k, TREAOELT
BT HHEOEBLOSNELSETENLDO—BIEVEHAZIEET S Z LirNcEn S
ORI G T2 &3 FREOBV-R By 2 325 Z &,

AAZETH., [FEER) HEER) HeERE] 72 EORZENHWNLNTWAD, BEEICRBWTE 148
R 2T BB L, vk TR i M Thiu T,

(1) Peoples
EREETEE 1 5 2 17, 55 55 S8 AIRDFEMEN NHREOJFHI (the principle of equal rights and

TEEEE $15 EERESORMNL, kOBEY) THD, e (1) -
2 ANEOFRMEN B ROIFAOREECHGEZ 3 < FEEBOKFERE RR S5 2 L N FRS G Z i b5 720
WMoY ZeiE & Dk,
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self-determination of peoples) |[ZOWTHIEL, & 5T 1960 FOHERHMN AT 5 E S, 1966 4
D TR, A= 09 R OSHERIMERNZ BE 5 [EIFEEKY (International Covenant on Economic, Social
and Cultural Rights : ICESCR) | & TiERAL OBEURRFERNCEI T 5 EFEHK  (International
Covenant on Civil and Political Rights : ICCPR) | ®OH5855 1 550, 1970 FORKHEHRES /2 ED
HEZRT, FEERE L RIEOBIHESRAM SN TW-oT,

PR, AERA R OSU AR BT D IEBRARAR) (RESHERRY 5 A KAD)
R S OBHBRIMER N B3 D EBRAA (A FHERR 5 B B9)

1 TXTOAR (peoples) 1%, BIRDOHER] (the right of self-determination)
EHT D, ZOHFNIZEESE, TXTOARIL, T OBIEHIHNZ H HIZ
RAE LAEONCZ ORI, AR O bR 2 B IZiERT 5,

2 TRTOARIE, AEOFANZIES  ERERHE 06 AT 285 XY
ERRE EOFBITER L7RWRY | B AOT=OIZEDRIROE K OVERE
HHEIZAI T2 Z &N TE D, ARIE. WROGEIZH, TOEFDT
DOFEEEDND Z L1FR0,

3 ZOHRIOKEHKIE GEBIGHUBL MG FEFTEHURO BB O (T2 H T 5
ZEte,) 13, EERESEREOBEICIEV., BROHRNFERINDS Z &
et LK O HIROHER 2 BET 5,

&
R

RGO BUHEX, SN RHRAEIC & 2 Bk & 5 WITSMNE OSRL - #IE & W o T iE@iRigic H
LRGN, JSTE & OFEAEAE L < IFH BEE XTSI A B GIRET H 2 LN TE DR & L THEL
L7z10 UMYBIREFETIND, ), L L, 20, THEMIISOMNE ORI L THEM S
%, IRHLERME A~ & ZOHIPAA LR L TV o 7o (NBB TR EFETIND),

29 LEEROH CRAERICBIHED RO LD OGN biEmORG & 7oz, THERABFS
RERE (A, BEEEERSFERE 72 E13 [indigenous peoples) DHREE W TE 7223, K EEHFOHIZIE,

[peoples] DHIFEZ WD Z & THIRMEOZER EIRTH 5 & DFRICHERT D 2 L~ EZ RS
EHtdH., EESCELEICRITS Ipeoples] DFEDOFEHICIZIEE TH -7,

iz, ERES LR (International Labour Organization : ILO) 73 1989 4FIZ/ER L7- T4t

FERMOFERSHK (5F 169 5) (C169 - Indigenous and Tribal Peoples Convention, 1989 (No.

8 [ElHEE 5555 5%
AR ORMER O A RO FRI ORIz B4 35 < FEERM O AN B R AFIBIRIC LB 70 22 R OB DO G4 % AliE 3
H70iC, EESEATE. RO & 2REL2ITIUER 5720,
a —JBEVVEFKYE, SEAIE RN ONTREN R OSSO K OB R O4::
b REH, AR OGO EIFRRIRE & BCRERES AR ONE S R OB HERS 1.7
c MNFE, Mh, SEE TN L DERNOIRNT T OEZE DT80 NER OFEAR B OB 7 2 K OSEST
9 1966 4EDHF 21 [AIEREFHKARI TV TEIR S, 1976 4RICHBN Uiz, BAIT 1979 AT L T2,
10 | FZ9ERR 121 HERERSAIC T 2 BRI A RMEOE SR TEBGHEE 245 5 (2012 4F) 519 H,
1 [F] L - 525-526 H,
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169)) 2] X, [Indigenous and Tribal Peoples| DFEZFHVTWAZY, 153 HIZBWT, 2
DFFNTFT 2 TAR (peoples) ] &S FEOMIL, EBED FICHBWTE ORI 256
@%5%%_omfwfﬂﬂ®%%%ﬁﬁé&mﬁbfiﬁ%ﬁwﬁj&%X?ﬁmbfwé
CBD B4R S 1172 1992 FFOERHERFEBHF i (MIERY X v ) THIRES - TBREE L BR%S
2B % VA ES I OF 22 J[FHITIE, TR & 2Dtk OZ OfhoHil#t2% (Indigenous people
and their communities and other local communities) | &9 CEAMEHA I TN D GRIFAEE)
1993 R Z B S 7= R AMESTE (World Conference on Human Rights) TERE 72 [0 ¢
—VH S K OYTEIEHE (Vienna Declaration and Programme of Action) | CH[AEkIZ Tindigenous
people| DFENHWHILTNS,
IO Xz, FERESCESCHIA - #§ES4 72 £ T, Tindigenous peoples] TiZ72< . lindigenous
populations!4] X° [indigenous people] DFEAMEAINTE7Z, T L7z s ZHHFE B3
< H, CBD TiZ [indigenous and local communities] &9 XERAHW G,

(2) ZEREOHEFRICET SEEES

1982 4F, [EHEAMEERBE SO TEbHME & L T EREETS (Working Group on Indigenous
Populations) 737 %éﬂf:o FWFFER SO T, SRR M Tf:ﬁi(ﬁﬂﬁﬂ%ﬁﬂﬁ A, 1985 (Tt
(R RO E. ZROREN BRI S 4172, 1993 RIS ERMFERNS THRENFIRE NI D0,
T DA%, ﬁb‘*ﬁﬁ&%ﬁ%gb £ 9%°< 2007 HEDERHBEZIZIBNT, Vﬁ'ﬁﬁ&iﬁ@%ﬂ@iﬁgﬁ‘é
E#EAE S (Declaration on the rights of Indigenous Peoples) 6] (LLF [[EESE(F EiEHERE
=1 LW ),) BPEHRITE LT, [RI'E S Tld. lIndigenous Peoples] (GHIAZETE) OFENERH 7=,
RN Ol 2 EESCETIR 220 b OO, [A'E ST Ipeoples) DFRANTHINL7ZZ LiE, FfER
JRIZE 5T, RERFETH ST,

7B, SERBHENE S TR ERBEOBUIME (F345) ZIXUH & LT, ZARRHERN - RAEN

12 1989 4F 6 H 27 HER, 19914F 9 H 5 BHs%h, 20154 1 HARBHEOIHEENL 22 2E (AR .

13 FERIE ILO BE A FBPTR 22, 11989 AEDJFERM UIRRASK) (5 169 5) | (http:/www.ilo.org/tokyo/standards
MNist-of-conventions/WCMS_238067/lang--ja/index.htm) GRi&EAR A : 2015641 A 31 H),

14 TLO @ 1957 FEDSERK OFEIRRESK (GF 107 ) O4FRE. The Indigenous and Tribal Populations Convention,
1957 (No. 107)) Th 2 (HHEH),

15 B RIER] TR A EREOF 7 72 B —— [ERER R 7 +— 7 A HRE DB ¥ = U A | 1293 5 (2005
) 92 H,

16 United Nations Declaration on the Rights of Indigenous Peoples, GA Res 61/295, UN GAOR, 61st sess, 107t plen
mtg, UN Doc A/RES/61/295 (13 September 2007), at http:/www.un.org/esa/socdev/unpfii/documents/DRIPS_en.pdf
(last visited January 31, 2015). [FESIZOVWTIEL, AR T4 REOHRICET 2 EBSEAE S ] OFIRE T0E
) BERFET A X - SERITEE v 2 —i [7 A XBFEOBE L FSk] AERT A X - eEREE v 7 —3# 1)
WRERFHRS, 2010 4F) 193-210 H ; /NMKEHT [THREREOHFNCEET 2 EEES] 038 & iE—T o o4
Rz utac ) FrREORERIE) W [EREERRAMEESE 4 & ERRMEEOEREEN] .B%‘)\%{f?—/\ﬁUJ. 20 JEHFRL TR
) (Fiith, 20114F) 495516 H ; LA TISEAERROMERICEET 2EEES] M5 ~DR\VED Y | PRIME 4 27
7 (2008 ) 53-68 HEFIZFELYY,

17T Bk 143 (AARZET), o4 (A=A LT VT, BT, =a—T—=F 0 R KE), #HE1L (TES Dy,
NOTTGTFva, T—=R TNy aay ey JAVT F=7 A= 0T ey TE B2 T vI T A7),
/KJi 34, See, The Voting Records (A/RES/61/295), at http:/unbisnet.un.org:8080/ipac20/ipac.jsp?profile=voting&ind
ex=.VM&term=ares61295 (last visited January 31, 2015). fH Ukt L7z 4 23E G REICHEE 28 X4, BAETIEX
FaRP L TW5,
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BUE STLTW D0, AGHAEIRR ORI BNE T 2 BE & L TH 31 R b 518,

%531 %

1. eFERIET. B HOXGEME, RHAERRE MRS LRI, MRV, HEIR RO
SALDFEBL (NHILOSERIEIR, fiT-, JE, B OREIC BT 250k, D7R{SHE,
I, B, AR—Y R OGO, WONCHRER R OG5 A ST, ) AHER L.
FHL, L., DORESEIHNEZHT D, BERKEDZ, /2. 20X 57230k
PE, ARHERIEIRR S SR S RBUC B2 B O OFRREZHERF L, BB, PREE L,
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AR5 — 5T, HEE TR OMstt2 (indigenous peoples and local communities) |

(LR MMPLCs) &\ 9.) OFEICHOWTIIE AN DMz, I F#1E, CBD I3 EMZERIED IR
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TABLFr, JATx— RIET, aar 7, ~b— 75NN OEBIEREE R T +

18 FERIT, BGREH - SRR [ERRSR0%E 2014 0] (2R, 2014 47) 363-364 H,

19 BEL<IE AR - AiEE (15) 90-97 H,

20 Permanent Forum on Indigenous Issues, Report on the ninth session (19-30 April 2010) Economic and Social
Council Official Records, 2010, Supplement No. 23, U. N. Doc. E/2010/43 - E/C.19/2010/15 (2010), p. 18, para. 112.

21 COMPILATION OF VIEWS ON USE OF THE TERM “INDIGENOUS PEOPLES AND LOC AL
COMMUNITIES”, U.N. Doc. UNEP/CBD/COP/12/INF/1 (June 26, 2014)

22 [EREYEFSBO RARZ OV TCIE, LLTF 220, Annex: Legal opinion of the Office of Legal affairs on the legal implications
of adopting the term “indigenous peoples and local communities” indecisions of the Conference of the Parties to the
Convention on Biological Diversity and documents, U. N. Doc. UNEP/CBD/COP/12/5/Add.1 (June 25, 2014), pp. 6-11.
23 Earth Negotiations Bulletin, Summary of the Twelfth Meeting of the Conférence of the Parties to the Convention on
Biological Diversity and the First Meeting of the Parties to the Nagoya Protocol on Access and Benefit-Sharing: 6-17
October 2014, Vol. 9, No. 645 (20 October 2014), p. 10.
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2 Report of the Twelfth Meeting of the Conférence of the Parties to the Convention on Biological Diversity, UN Doc.
UNEP/CBD/COP/12/29 (October 17, 2014), p. 256, para. 239.

26 Jd, pp. 285-286.

2 F 7, HEE DEERKOMR S OERNZRERICER D ETIZ- OV TE, CBD # 29 RITED HNZBIEFHFIC L > T
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B BMESICETEEGERADTIEARVZOFIANMNELSFIEDAIE
N OB ELE S ICET IR EETEDFAE N T HEFHEICET HRM
FeRUEELSHAAI(EU) No511/2014 (20144 4 A 16 H)(UJBA ER)

20.5.2014 EN Official Journal of the European Union L 150/59

REGULATION (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
Utilization 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 particular
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?,

Whereas:

(1)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’).

1 OJC 161,6.6.2013, p. 73.

2 Position of the European Parliament of 11 March 2014 (not yet published in the Official Journal) and decision of
the Council of 14 April 2014.

3 Council Decision 93/626/EEC of 25 October 1993 concerning the conclusion of the Convention on Biological
Diversity (OJ L 309, 13.12.1993. p. 1).

— 196 —



20.5.2014 RRINEAEE#H L 150/59
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RN K OEESHE] (EU) No 511/2014 (201444 A 16 AH)
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PRI GRS B ORIN BR 2 1

BRNE S OBERRIZB T 2 540, FHICZDH1925% (1) £E&E L,

RINEESDOREEEE L,

IR FEEE R T LIER 2 AT L7218,

BN RS OB R A B E L.

Hul T B2 & Witk L 721212,

WH OSIETHNE > TITEN LA

LLUF D I #E AT

(1) EMZARMEORA K OFft aTRe 2RI A &L ORI G4 U SRS DAIE
IO TR BC oy D — R 72 FEk A % TE 0 D E B E B SCEIT, A DSEE

PEICEET 258 (BLF, TEMZERMESK ] T TR L)) Tho,
Z DAL, BRESTE 93/626/EEC3IIEV  RRMNES & L THARE S 7z,

1 EUE# C161,6.6.2013, p.73
220143 A 11 B TERMGESOY;) (EU BE#HIITIREHE) L 1V2014 F4 H 14 H OBFESRE

3 MO SAEMEICBT A SR DOFERE IR 5 1993 42 10 A 25 A OFIEEALE 93/626/EEC (EU B # L 3009,
13.12.1993, p.1)
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(2) 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! (the ‘Nagoya Protocol’) is an international 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 to genetic resources and sharing of
monetary and non-monetary benefits arising 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

Protocol was approved on behalf of the Union.

(3) A broad 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 commercialisation purposes.

Some also use traditional knowledge associated with genetic resources.

(4) 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, genetic 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 communities could
provide important 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 lifestyles, relevant for the conservation and sustainable use of

biological diversity.

1 Annex I to Document UNEP/CBD/COP/DEC/X/1 of 29 October 2010.

2 Council Decision 2014/283/EU 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).
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(6) The Convention recognises that States have sovereign rights over natural resources

found within their jurisdiction and the authority to determine access to their genetic
resources. The Convention imposes an obligation on all Parties thereto to
endeavour to create conditions to facilitate access to genetic resources, over which
they exercise sovereign rights, for environmentally sound uses by other Parties to
the Convention. The Convention also makes it mandatory for all Parties thereto to
take measures with the aim of sharing in a fair and equitable way the results of
research and development and the benefits arising from commercial and other
utilisation of genetic resources with the Party to the Convention that provided those
resources. Such sharing is to take place upon mutually agreed terms. The
Convention also addresses access and benefit-sharing in relation to the knowledge,
innovations and practices of indigenous and local communities, which are relevant

for the conservation and sustainable use of biological diversity.

(7) Genetic resources should be preserved in situ and utilised in sustainable ways, and

(8)

the benefits arising from their utilisation should be shared fairly and equitably, in
order to contribute to poverty eradication and, thereby, to achieving the United
Nations Millennium Development Goals, as acknowledged in the preamble of the
Nagoya Protocol. The implementation of the Nagoya Protocol should also aim to

realise that potential.

The Nagoya Protocol applies to genetic resources, over which States exercise
sovereign rights, falling within the scope of Article 15 of the Convention as
opposed to the wider scope of Article 4 of the Convention. That implies that the
Nagoya Protocol does not extend to the full jurisdictional scope of Article 4 of the
Convention, such as to activities taking place in marine areas beyond national
jurisdiction. Research on genetic resources is gradually being extended into new
areas, especially the oceans which are still the planet’s least explored and least
well-known environments. The deep ocean in particular represents the last great
frontier on the planet and is attracting growing interest in terms of research,

prospecting and resource exploration.

(9) It is important to set out a clear and sound framework for implementing the Nagoya

Protocol that should contribute to the conservation of biological diversity and the
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sustainable use of its components, the fair and equitable sharing of the benefits
arising from the utilisation of genetic resources and poverty eradication, while at
the same time enhancing opportunities available for nature-based research and
development activities in the Union. It is also essential to prevent the utilisation in the
Union of genetic resources or traditional knowledge associated with genetic resources,
which were not accessed in accordance with the national access and benefit-sharing
legislation or regulatory requirements of a Party to the Nagoya Protocol, and to
support the effective implementation of benefit-sharing commitments set out in
mutually agreed terms between providers and users. It is also essential to improve the
conditions for legal certainty in connection with the utilisation of genetic resources

and traditional knowledge associated with genetic resources.

(10) The framework created by this Regulation will contribute to maintaining and
increasing trust between Parties to the Nagoya Protocol as well as other
stakeholders, including indigenous and local communities, involved in access and

benefit-sharing of genetic resources.

(11) In order to ensure legal certainty, it is important that the rules implementing the
Nagoya Protocol apply only to genetic resources over which States exercise
sovereign rights within the scope of Article 15 of the Convention, and to traditional
knowledge associated with genetic resources within the scope of the Convention,

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

(12) The Nagoya Protocol requires each Party thereto, in the development and
implementation of its access and benefit-sharing legislation or regulatory
requirements, to consider the importance of genetic resources for food and
agriculture (GRFA) and their special role for food security. In accordance with
Council Decision 2004/869/EC !, the International Treaty on Plant Genetic
Resources for Food and Agriculture (ITPGRFA) was approved on behalf of the
Union. The ITPGRFA constitutes a specialised international access and

benefit-sharing instrument within the meaning of Article 4(4) of the Nagoya

L Council Decision 2004/869/EC of 24 February 2004 concerning the conclusion, on behalf of the European
Community, of the International Treaty on Plant Genetic Resources for Food and Agriculture (OJ L 378

23.12.2004. p. 1).
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Protocol that should not be affected by the rules implementing the Nagoya

Protocol.

(13) Many Parties to the Nagoya Protocol, in the exercise of their sovereign rights, have
decided that Plant Genetic Resources for Food and Agriculture (PGRFA) under
their management and control and in the public domain, not listed in Annex I to the
ITPGRFA, are also to be subject to the terms and conditions of the standard
material transfer agreement (SMTA) for the purposes set out under the ITPGRFA.

(14) The Nagoya Protocol should be implemented in a manner that is mutually
supportive with other international instruments that do not run counter to the

Protocol’s objectives or to those of the Convention.

(15) In Article 2 of the Convention, the terms ‘domesticated species’ are defined as any
species in which the evolutionary process has been influenced by humans to meet
their needs and ‘biotechnology’ as any technological application that uses
biological systems, living organisms, or derivatives thereof, to make or modify
products or processes for specific use. In Article 2 of the Nagoya Protocol, the term
‘derivatives’ is defined as a naturally occurring biochemical compound resulting
from the genetic expression or metabolism of biological or genetic resources, even

if it does not contain functional units of heredity.

(16) The Nagoya Protocol requires each Party thereto to pay due regard to cases of
present or imminent emergencies that threaten or damage human, animal or plant
health, as determined nationally or internationally. On 24 May 2011, the
Sixty-fourth World Health Assembly adopted the Pandemic Influenza Preparedness
Framework for the sharing of influenza viruses and access to vaccines and other
benefits (the ‘PIP Framework’). The PIP Framework applies only to influenza
viruses with human pandemic potential and specifically does not apply to seasonal
influenza viruses. The PIP Framework constitutes a specialised international access
and benefit-sharing instrument that is consistent with the Nagoya Protocol and that

should not be affected by the rules implementing the Nagoya Protocol.
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(17) It is important to include in this Regulation the definitions from the Nagoya
Protocol and the Convention that are necessary for the implementation of this
Regulation by users. It is important that the new definitions contained in this
Regulation, which are not included in the Convention or in the Nagoya Protocol,
are consistent with the definitions of the Convention and the Nagoya Protocol. In
particular, the term ‘user’ should be consistent with the definition of ‘utilization of

genetic resources’ from the Nagoya Protocol.

(18) The Nagoya Protocol lays down an obligation to promote and encourage research

related to biological diversity, in particular research with non-commercial intent.

(19) It is important to recall paragraph 2 of Decision II/11 of the Conference of the
Parties to the Convention which reaffirms that human genetic resources are not

included within the framework of the Convention.

(20) There is currently no internationally-agreed definition of ‘traditional knowledge
associated with genetic resources’. Without prejudice to the competence and
responsibility of the Member States for matters relating to traditional knowledge
associated with genetic resources and the implementation of measures to safeguard
indigenous and local communities’ interests, in order to ensure flexibility and legal
certainty for providers and users, this Regulation should make reference to
traditional knowledge associated with genetic resources as described in

benefit-sharing agreements.

(21) With a view to ensuring the effective implementation of the Nagoya Protocol, all
users of genetic resources and traditional knowledge associated with genetic
resources should exercise due diligence to ascertain whether genetic resources and
traditional knowledge associated with genetic resources have been accessed in
accordance with applicable legal or regulatory requirements and to ensure that,
where relevant, benefits are fairly and equitably shared. In that context, competent
authorities should accept internationally-recognised certificates of compliance as
evidence that the genetic resources covered were legally accessed and that mutually
agreed terms were established for the user and the utilisation specified therein. The

specific choices made by users as regards the tools and measures to apply in order
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to exercise due diligence should be supported through the recognition of best
practices, as well as complementary measures in support of sectoral codes of
conduct, model contractual clauses and guidelines with a view to increasing legal
certainty and reducing costs. The obligation on users to keep information which is
relevant for access and benefit-sharing should be limited in time and in accordance

with the time-frame for potential innovation.

(22) The successful implementation of the Nagoya Protocol depends on users and
providers of genetic resources or of traditional knowledge associated with genetic
resources negotiating mutually agreed terms that lead to fair and equitable
benefit-sharing and contribute to the Nagoya Protocol’s wider objective of
contributing to the conservation and sustainable use of biological diversity. Users
and providers are also encouraged to raise awareness of the importance of genetic

resources and of traditional knowledge associated with genetic resources.

(23) The due diligence obligation should apply to all users irrespective of their size,
including micro, small and medium-sized enterprises. This Regulation should offer
a range of measures and tools to enable micro, small and medium-sized enterprises
to comply with their obligations at an affordable cost and with a high level of legal

certainty.

(24) Best practices developed by users should play an important role in identifying due
diligence measures that are particularly suitable for achieving compliance with the
system of implementation of the Nagoya Protocol at an affordable cost and with a
high level of legal certainty. Users should build on existing access and
benefit-sharing codes of conduct developed for the academic, university and
non-commercial research sectors and different industries. Associations of users
should be able to request that the Commission determine whether it is possible for a
specific combination of procedures, tools or mechanisms overseen by an
association to be recognised as best practice. Competent authorities of the Member
States should 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. The same should apply to best practices adopted by the Parties
to the Nagoya Protocol.
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(25) Under the Nagoya Protocol check-points must be effective and should be relevant
to the utilisation of genetic resources. At identified points in the chain of activities
that constitute utilisation, users should declare and provide evidence, when
requested, that they have exercised due diligence. One suitable point for such a
declaration is when research funds are received. Another suitable point is at the
final stage of utilisation, meaning at the stage of final development of a product
before requesting market approval for a product developed via the utilisation of
genetic resources or traditional knowledge associated with such resources, or,
where market approval is not required, at the stage of final development of a
product before first placing it on the Union market. In order to ensure the
effectiveness of check-points, while at the same time increasing legal certainty for
users, implementing powers should be conferred on the Commission in accordance
with Article 291(2) of the Treaty of the Functioning of the European Union. The
Commission should make use of those implementing powers to determine the stage
of final development of a product, in accordance with the Nagoya Protocol, in order

to identify the final stage of utilisation in different sectors.

(26) It is important to acknowledge that the Access and Benefit-Sharing Clearing House
would play an important role in implementing the Nagoya Protocol. In accordance
with Articles 14 and 17 of the Nagoya Protocol, information would be submitted to
the Access and Benefit-Sharing Clearing House as part of the
internationally-recognised certificate of compliance process. The competent
authorities should cooperate with the Access and Benefit-Sharing Clearing House
to ensure that the information is exchanged to facilitate the monitoring by the

competent authorities of the compliance of users.

(27) The collection of genetic resources in the wild is mostly undertaken for
non-commercial purposes by academic, university and non-commercial researchers
or collectors. In the vast majority of cases and in almost all sectors, newly-collected
genetic resources are accessed through intermediaries, collections, or agents that

acquire genetic resources in third countries.
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(28) Collections are major suppliers of genetic resources and traditional knowledge
associated with genetic resources utilised in the Union. As suppliers they can play
an important role in helping other users in the chain of custody to comply with their
obligations. In order to do so, a system of registered collections within the Union
should be put in place through the establishment of a voluntary register of
collections to be maintained by the Commission. Such a system would ensure that
collections included in the register effectively apply measures restricting the supply
of samples of genetic resources to third persons with documentation providing
evidence of legal access, and ensure the establishment of mutually agreed terms,
where required. A system of registered collections within the Union should
substantially lower the risk that genetic resources which were not accessed in
accordance with the national access and benefit-sharing legislation or regulatory
requirements of a Party to the Nagoya Protocol are utilised in the Union. The
competent authorities of Member States should verify if a collection meets the
requirements for recognition as a collection for inclusion in the register. Users that
obtain a genetic resource from a collection included in the register should be
considered to have exercised due diligence as regards the seeking of all necessary
information. This should prove particularly beneficial for academic, university and
non-commercial researchers as well as small and medium-sized enterprises and

should contribute to a reduction in administrative and compliance requirements.

(29) Competent authorities of Member States should check whether users comply with
their obligations, have obtained prior informed consent and have established
mutually agreed terms. Competent authorities should also keep records of the
checks made, and relevant information should be made available in accordance

with Directive 2003/4/EC of the European Parliament and of the Council?.

(30) Member States should ensure that infringements of the rules implementing the
Nagoya Protocol are sanctioned by means of effective, proportionate and dissuasive

penalties.

2 Directive 2003/4/EC of the European Parliament and of the Council of 28 January 2003 on public access to
environmental information and repealing Council Directive 90/313/EEC (OJ L 41, 14.2.2003, p. 26).

— 212 —



(28) = L7 v a A, BRINEANTHIA S A BEER K NEEERICELET 5
RO T E G Th b, a7 v a e E L LT, BUS - it
2 (chain of custody) PRI NZ DFHE A EFTE 5 X 2 12l)
75 ECEHELAREER-T LN TE D, £HTH0ITE. MNEES
DHEFFE IR DEEOa Ly v a UBGEE A ERT A 2 L2k 0, BRINES
NIZBEka L7 v a VHEEZRETHARETHDH, 29 LIzhIEICLD, &
PRI S a Ly v R, BIREROEARDE —FH~Ofs4 . &
L7227 7 2 A DFHILVE T~ SCEER 2 7oA IS IRET D E 2 SR &
HZEMTELIDITRY  BBERGEITIIAIZEET 2 /AT ORE % il
RTHZENTEDL LIRS, BRINEENIZEBIT D82 L7 v a i
FEE, A EREEERIE DT 7 ' A L FRSEL BT A EIPNE S IH ] 2
TRZHEDTITEG S MBI ERBEINESHN TR S5 U 2 7 2 Kiglc
KT 5133 Ch s, MBEOHRD LYFHIT, TOa L7 a )3 BeRE
(T DL va b L COREEMF AT L TV D SN ERRGETS D,
BaElc i snhiza v s v a U b BEEEREBEST AR AEIEL. 7T
DOVEIREROUEEIZES L THY o7 E (due diligence)z BT L7=H D & A
MENDRETHD, ZOZEIE, FEE., KRFELOIERGES I OMIEE
WONZHIMBEZEIZ & > TRICHRIZAR 13T TH Y . 1TB E R OSESF L3
TEDOHIIZ & 53 2137 Th 5,

(29) MREOHER D 2 Y /L, FIHENEOFRE 2T LTV D0 G0, FHlfo
HHRICE S RIB ARG L, HAICAERTHEMHEREL T LI0ENE T
Ty T RETHD, £lo, HRHDYRITEM LT = v 7 OFLERERF
U BIEEHIIRON S K OB 55 2003/4/EC2IZ1E» CTRIF T & 2 k8
WCEPNDHRETH D,

(30) MNERENZ, Al EagiE & A FEh 9 2 BUE IS DER DY, R TE Y AWV
B EFL, I ORIERZRERNC K-> THIE SN D & 9 ICHERT~E TH D,

AUBEEIEER O/ABE & FREAHES 90/313/EEC D EEILIZBIT % 2003 451 A 28 H OBM S K O
HF2F54 2003/4/EC (EU E# L 41, 14.2.2003, p.26)

— 213 —



(31) Taking into account the international character of access and benefit-sharing
transactions, competent authorities of the Member States should cooperate with
each other, with the Commission, and with the competent national authorities of
third countries in order to ensure that users comply with this Regulation and

support an effective application of the rules implementing the Nagoya Protocol.

(32) The Union and the Member States should act in a proactive manner to ensure that
the objectives of the Nagoya Protocol are achieved in order to increase resources to
support the conservation of biological diversity and the sustainable use of its

components globally.

(33) The Commission and the Member States should take appropriate complementary
measures to enhance the effectiveness of the implementation of this Regulation and
to lower costs, particularly where this would benefit academic, university and

non-commercial researchers and small and medium-sized enterprises.

(34) In order to ensure uniform conditions for the implementation of this Regulation,
implementing powers should be conferred on the Commission. Those powers
should be exercised in accordance with Regulation (EU) No 182/2011 of the

European Parliament and of the Council’.

(35) Since the objective of this Regulation, namely to support the fair and equitable
sharing of the benefits arising from the utilisation of genetic resources in
accordance with the Nagoya Protocol, cannot be sufficiently achieved by the
Member States but can rather, by reason of its scale and the need to ensure the
functioning of the internal market, be better achieved at Union level, the Union may
adopt measures, in accordance with the principle of subsidiarity as set out in Article
5 of the Treaty on European Union. In accordance with the principle of
proportionality as set out in that Article, this Regulation does not go beyond what is

necessary to achieve that objective.

3 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying
down the rules and general principles concerning mechanisms for control by Member States of the
Commission’s exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
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(36) The date of entry into force of this Regulation should be directly correlated to the
entry into force of the Nagoya Protocol for the Union in order to ensure equal
conditions at Union and global level in activities relating to access and

benefit-sharing of genetic resources,

HAVE ADOPTED THIS REGULATION:

CHAPTER1
SUBJECT MATTER, SCOPE AND DEFINITIONS

Article 1

Subject matter

This Regulation establishes rules governing compliance with access and benefit-sharing
for genetic resources and traditional knowledge associated with genetic resources in
accordance with the provisions 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 (the ‘Nagoya Protocol’). The effective
implementation of this Regulation will also contribute to the conservation of biological
diversity and the sustainable use of its components, in accordance with the provisions of

the Convention on Biological Diversity (the ‘Convention’).

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.
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This Regulation does not apply to genetic resources for which access and
benefit-sharing is governed by specialised international instruments that are
consistent with, and do not run counter to the objectives of the Convention and the

Nagoya Protocol.

This Regulation is without prejudice to Member States’ rules on access to genetic
resources over which they exercise sovereign rights within the scope of Article 15
of the Convention, and to Member States’ provisions on Article 8(j) of the

Convention concerning traditional knowledge associated with genetic resources.

This Regulation applies to genetic resources and traditional knowledge associated
with genetic resources to which access and benefit-sharing legislation or regulatory

requirements of a Party to the Nagoya Protocol are applicable.

Nothing in this Regulation shall oblige a Member State to supply information the

disclosure of which it considers contrary to the essential interests of its security.

Article 3

Definitions

For the purposes of this Regulation, the definitions of the Convention and the Nagoya

Protocol as well as the following definitions apply:

(1) ‘genetic material’ means any material of plant, animal, microbial or other origin

containing functional units of heredity;

(2) “genetic resources’ means genetic material of actual or potential value;

(3) ‘access’ means the acquisition of genetic resources or of traditional knowledge

associated with genetic resources in a Party to the Nagoya Protocol;
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(4) ‘user’ means a natural or legal person that utilises genetic resources or traditional

knowledge associated with genetic resources;

(5) ‘utilisation 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;

(6) ‘mutually agreed terms’ means the contractual arrangements concluded between a
provider of genetic resources, or of traditional knowledge associated with genetic
resources, and a user, that set out specific conditions for the fair and equitable sharing of
benefits arising from the utilisation of genetic resources or of traditional knowledge
associated with genetic resources, and that may also include further conditions and

terms for such utilisation as well as subsequent applications and commercialisation;

(7) ‘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;

(8) cillegally 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;

(9) ‘collection’ means a set of collected samples of genetic resources and related

information that is accumulated and stored, whether held by public or private entities;

(10) ‘association of users’ means an organisation, established in accordance with the
requirements of the Member State in which it is located, that represents the interests of
users and that is involved in developing and overseeing the best practices referred to in

Article 8 of this Regulation;
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(11) ‘internationally recognised certificate of compliance’ means a permit or its
equivalent issued at the time of access as evidence that the genetic resource it covers has
been accessed in accordance with the decision to grant prior informed consent, and that
mutually agreed terms have been established for the user and the utilisation specified
therein by a competent authority in accordance with Article 6(3)(e) and Article 13(2) of
the Nagoya Protocol, that is made available to the Access and Benefit-sharing Clearing

House established under Article 14(1) of that Protocol.

CHAPTER II
USER COMPLIANCE

Article 4

Obligations of users

1. Users shall exercise due diligence to ascertain that genetic resources and traditional
knowledge associated with genetic resources which they utilise have been accessed in
accordance with applicable access and benefit-sharing legislation or regulatory
requirements, and that benefits are fairly and equitably shared upon mutually agreed

terms, in accordance with any applicable legislation or regulatory requirements.

2. Genetic resources and traditional knowledge associated with genetic resources shall
only be transferred and utilised in accordance with mutually agreed terms if they are

required by applicable legislation or regulatory requirements.

3. For the purposes of paragraph 1, users shall seek, keep and transfer to subsequent

users:

(a) the internationally-recognised certificate of compliance, as well as information on

the content of the mutually agreed terms relevant for subsequent users; or
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(b) where no internationally-recognised certificate of compliance is available,

information and relevant documents on:

(1) the date and place of access of genetic resources or of traditional knowledge

associated with genetic resources;

(i1) the description of the genetic resources or of traditional knowledge associated

with genetic resources utilised;

(ii1) the source from which the genetic resources or traditional knowledge
associated with genetic resources were directly obtained, as well as subsequent
users of genetic resources or traditional knowledge associated with genetic

resources,

(iv) the presence or absence of rights and obligations relating to access and
benefit-sharing including rights and obligations regarding subsequent

applications and commercialisation;

(v) access permits, where applicable;

(vi) mutually agreed terms, including benefit-sharing arrangements, where

applicable

4. Users acquiring Plant Genetic Resources for Food and Agriculture (PGRFA) in
a country that is a Party to the Nagoya Protocol which has determined that
PGRFA under its management and control and in the public domain, not
contained in Annex I to the International Treaty on Plant Genetic Resources for
Food and Agriculture (ITPGRFA), will also be subject to the terms and
conditions of the standard material transfer agreement for the purposes set out
under the ITPGRFA, shall be considered to have exercised due diligence in

accordance with paragraph 3 of this Article.
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5. When the information in their possession is insufficient or uncertainties about the
legality of access and utilisation persist, users shall obtain an access permit or its

equivalent and establish mutually agreed terms, or discontinue utilisation.

6. Users shall keep the information relevant to access and benefit-sharing for 20 years

after the end of the period of utilisation.

7. Users obtaining a genetic resource from a collection included in the register of
collections within the Union referred to in Article 5(1) shall be considered to have
exercised due diligence as regards the seeking of information listed in paragraph 3 of

this Article.

8. Users acquiring a genetic resource that is determined to be, or is determined as likely
to be, the causing pathogen of a present or imminent public health emergency of
international concern, within the meaning of the International Health Regulations
(2005), or of a serious cross-border threat to health as defined in the Decision No
1082/2013/EU of the European Parliament and of the Council®, for the purpose of
public health emergency preparedness in not yet affected countries and response in
affected countries, shall fulfil the obligations listed in paragraph 3 or 5 of this Article at
the latest:

(a) one month after the imminent or present threat to public health is terminated; or
(b) three months after commencement of utilisation of the genetic resource;

whichever is the earlier.

Should the obligations listed in paragraph 3 or 5 of this Article not be fulfilled by the
deadlines laid down in points (a) and (b) of the first subparagraph of this paragraph,

utilisation shall be discontinued.

4 Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious
cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013, p. 1).
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In the event of a request for market approval or the placing on the market of products
deriving from utilisation of a genetic resource as referred to in the first subparagraph,

the obligations listed in paragraph 3 or 5 shall apply entirely and without delay.

In the absence of prior informed consent having been obtained in a timely manner and
mutually agreed terms having been established, and until an agreement is reached with
the provider country concerned, no exclusive rights of any kind will be claimed by such

a user to any developments made via the use of such pathogens.

Specialised international access and benefit-sharing instruments as mentioned in Article

2 remain unaffected.

Article 5

Register of collections

1. The Commission shall establish and maintain a register of collections within the
Union (‘the register’). The Commission shall ensure that the register is internet-based
and is easily accessible to users. The register shall include the references of the
collections of genetic resources, or of parts of those collections, identified as meeting

the criteria set out in paragraph 3.

2. A Member State shall, upon request by a collection holder under its jurisdiction,
consider the inclusion of that collection, or a part of it, in the register. After verifying
that the collection, or a part of it, meets the criteria set out in paragraph 3, the Member
State shall notify the Commission without undue delay of the name and contact details
of the collection and of its holder, and of the type of collection concerned. The

Commission shall without delay include the information received in the register.

3. In order for a collection or a part of a collection to be included in the register, a

collection shall demonstrate its capacity to:
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(2)

(b)

(c)

(d)

(e)

apply standardised procedures for exchanging samples of genetic resources and
related information with other collections, and for supplying samples of genetic
resources and related information to third persons for their utilisation in line

with the Convention and the Nagoya Protocol;

supply genetic resources and related information to third persons for their
utilisation only with documentation providing evidence that the genetic
resources and the related information were accessed in accordance with
applicable access and benefit-sharing legislation or regulatory requirements and,

where relevant, with mutually agreed terms;

keep records of all samples of genetic resources and related information supplied

to third persons for their utilisation;

establish or use unique identifiers, where possible, for samples of genetic

resources supplied to third persons; and

use appropriate tracking and monitoring tools for exchanging samples of genetic

resources and related information with other collections.

4. The Member States shall regularly verify that each collection or part of a

collection under their jurisdiction included in the register meets the criteria set out in

paragraph 3.

Where there is evidence, on the basis of information provided pursuant to paragraph 3,

that a collection or a part of a collection included in the register does not meet the

criteria set out in paragraph 3, the Member State concerned shall, in dialogue with the

collection holder concerned and without undue delay, identify remedial actions or

measurcs.
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A Member State which determines that a collection or a part of a collection within its
jurisdiction no longer complies with paragraph 3 shall inform the Commission thereof

without undue delay.

Upon receipt of that information, the Commission shall remove the collection or the

part of the collection concerned from the register.

5. The Commission shall adopt implementing acts to establish the procedures for
implementing paragraphs 1 to 4 of this Article. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 14(2).

Article 6

Competent authorities and focal point

1. Each Member State shall designate one or more competent authorities to be
responsible for the application of this Regulation. Member States shall notify the
Commission of the names and addresses of their competent authorities as of the date of
entry into force of this Regulation. Member States shall inform the Commission without

undue delay of any changes to the names or addresses of the competent authorities.

2. The Commission shall make public, including via the internet, a list of the competent

authorities of the Member States. The Commission shall keep the list up-to-date.

3. The Commission shall designate a focal point on access and benefit-sharing
responsible for liaising with the Secretariat of the Convention with regard to matters

covered by this Regulation.

4. The Commission shall ensure that the Union bodies established under Council
Regulation (EC) No 338/97° contribute to the achievement of the objectives of this

Regulation.

5 Council Regulation (EC) No 338/97 of 9 December 1996 on the protection of species of wild fauna and flora
by regulating trade therein (OJ L 61, 3.3.1997, p. 1).
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Article 7

Monitoring user compliance

1. The Member States and the Commission shall request all recipients of research funding
involving the utilisation of genetic resources and traditional knowledge associated with

genetic resources to declare that they exercise due diligence in accordance with Article 4.

2. At the stage of final development of a product developed via the utilisation of genetic
resources or traditional knowledge associated with such resources, users shall declare to
the competent authorities referred to in Article 6(1) that they have fulfilled the

obligations under Article 4 and shall simultaneously submit:

(a) the relevant information from the internationally-recognised -certificate of

compliance; or

(b) the related information as referred to in Article 4(3)(b)(i)-(v) and Article 4(5),

including information that mutually agreed terms were established, where applicable.

Users shall further provide evidence to the competent authority upon request.

3. The competent authorities shall transmit the information received on the basis of
paragraphs 1 and 2 of this Article to the Access and Benefit-Sharing Clearing House,
established under Article 14(1) of the Nagoya Protocol, to the Commission and, where
appropriate, to the competent national authorities referred to in Article 13(2) of the

Nagoya Protocol.

4. The competent authorities shall cooperate with the Access and Benefit-Sharing
Clearing House to ensure the exchange of the information listed in Article 17(2) of the

Nagoya Protocol for monitoring the compliance of users.

5. The competent authorities shall take due account of the respect of confidentiality of
commercial or industrial information where such confidentiality is provided for by
Union or national law to protect a legitimate economic interest, in particular concerning

the designation of the genetic resources and the designation of utilisation.
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6. The Commission shall adopt implementing acts to establish the procedures for
implementing paragraphs 1, 2 and 3 of this Article. In those implementing acts, the
Commission shall determine the stage of final development of a product in order to
identify the final stage of utilisation in different sectors. Those implementing acts shall

be adopted in accordance with the examination procedure referred to in Article 14(2).

Article 8

Best practices

1. Associations of users or other interested parties may submit an application to the
Commission to have a combination of procedures, tools or mechanisms, developed and
overseen by them, recognised as a best practice in accordance with the requirements of

this Regulation. The application shall be supported by evidence and information.

2. Where, on the basis of evidence and information provided pursuant to paragraph 1 of
this Article, the Commission determines that the specific combination of procedures, tools
or mechanisms, when effectively implemented by a user, enables that user to comply with

its obligations under Articles 4 and 7, it shall grant recognition as best practice.

3. An association of users or other interested parties shall inform the Commission of any
changes or updates made to a best practice for which recognition was granted in

accordance with paragraph 2.

4. If there is evidence of repeated or significant cases where users implementing a best
practice have failed to comply with their obligations under this Regulation, the
Commission shall examine, in dialogue with the relevant association of users or other

interested parties, whether those cases indicate possible deficiencies in the best practice.

5. The Commission shall withdraw the recognition of a best practice when it has
determined that changes to the best practice compromise a user’s ability to comply with
its obligations under Articles 4 and 7, or when repeated or significant cases of

non-compliance by users relate to deficiencies in the best practice.
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6. The Commission shall establish and keep up-to-date an internet-based register of
recognised best practices. That register shall, in one section, list the best practices
recognised by the Commission in accordance with paragraph 2 of this Article, and, in
another section, list the best practices adopted on the basis of Article 20(2) of the
Nagoya Protocol.

7. The Commission shall adopt implementing acts to establish the procedures for
implementing paragraphs 1 to 5 of this Article. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 14(2).

Article 9

Checks on user compliance

1. The competent authorities referred to in Article 6(1) shall carry out checks to verify
whether users comply with their obligations under Articles 4 and 7, taking into account
that the implementation by a user of a best practice in relation to access and
benefit-sharing, recognised under Article 8(2) of this Regulation or under Article 20(2)

of the Nagoya Protocol, may reduce that user’s risk of non-compliance.

2. Member States shall ensure that the checks carried out pursuant to paragraph 1 are
effective, proportionate, dissuasive and detect cases of user non-compliance with this

Regulation.

3. The checks referred to in paragraph 1 shall be conducted:

(a) in accordance with a periodically reviewed plan developed using a risk-based

approach;

(b) 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
non-compliance with this Regulation. Special consideration shall be given to such

concerns raised by provider countries.
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4.The checks referred to in paragraph 1 of this Article may include an examination of:

(a) the measures taken by a user to exercise due diligence in accordance with Article 4;

(b) documentation and records that demonstrate the exercise of due diligence in

accordance with Article 4 in relation to specific use activities;

(c) instances where a user was obliged to make declarations under Article 7.

On-the-spot checks may also be carried out, as appropriate.

5. Users shall offer all assistance necessary to facilitate the performance of the checks

referred to in paragraph 1.

6 .Without prejudice to Article 11, where, following the checks referred to in paragraph
1 of this Article, shortcomings have been detected, the competent authority shall issue a

notice of remedial action or measures to be taken by the user.

Depending on the nature of the shortcomings, Member States may also take immediate

interim measures.

Article 10
Records of checks
1. The competent authorities shall keep, for at least five years, records of the checks
referred to in Article 9(1), indicating, in particular, their nature and results, as well as

records of any remedial actions and measures taken under Article 9(6).

2. The information referred to in paragraph 1 shall be made available in accordance with

Directive 2003/4/EC.
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Article 11
Penalties

1. Member States shall lay down the rules on penalties applicable to infringements of
Articles 4 and 7 and shall take all the measures necessary to ensure that they are

applied.

2. The penalties provided for shall be effective, proportionate and dissuasive.

3. By 11 June 2015, Member States shall notify to the Commission the rules referred to

in paragraph 1 and any subsequent amendments thereto without delay.

CHAPTER III

FINAL PROVISIONS

Article 12

Cooperation

The competent authorities referred to in Article 6(1) shall:

(a) cooperate with each other and with the Commission in order to ensure that users

comply with this Regulation;

(b) consult, if appropriate, with stakeholders on the implementation of the Nagoya

Protocol and this Regulation;

(c) cooperate with the competent national authorities referred to in Article 13(2) of the

Nagoya Protocol in order to ensure that users comply with this Regulation;

(d) inform the competent authorities of other Member States and the Commission of
any serious shortcomings, detected by means of the checks referred to in Article

9(1), and of the types of penalties imposed in accordance with Article 11;exchange
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information on the organisation of their system of checks for monitoring user

compliance with this Regulation.

Article 13

Complementary measures

The Commission and Member States shall, as appropriate:

(a) promote and encourage information, awareness-raising and training activities to
help stakeholders and interested parties to understand their obligations arising from
the implementation of this Regulation, and of the relevant provisions of the

Convention and the Nagoya Protocol in the Union;

(b) encourage the development of sectoral codes of conduct, model contractual clauses,
guidelines and best practices, particularly where they would benefit academic,

university and non-commercial researchers and small and medium-sized enterprises;

(c) promote the development and use of cost-effective communication tools and systems
in support of monitoring and tracking the utilisation of genetic resources and

traditional knowledge associated with genetic resources by collections and users;

(d) provide technical and other guidance to users, taking into account the situation of
academic, university and non-commercial researchers and of small and
medium-sized enterprises, in order to facilitate compliance with the requirements of

this Regulation;

(e)encourage users and providers to direct benefits from the utilisation of genetic
resources towards the conservation of biological diversity and the sustainable use of

its components in accordance with the provisions of the Convention;

(f) promote measures in support of collections that contribute to the conservation of

biological diversity and cultural diversity.
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Article 14

Committee procedure

1. The Commission shall be assisted by a committee. That committee shall be a

committee within the meaning of Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011
shall apply.

3. Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and the third subparagraph of Article 5(4) of Regulation (EU) No
182/2011 shall apply.

Article 15

Consultation forum

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. They shall meet in a consultation forum. The rules of procedure of that

consultation forum shall be established by the Commission.

Article 16

Reports and review

1. Unless an alternative interval for reports is determined, as referred to in Article 29 of
the Nagoya Protocol, Member States shall submit to the Commission a report on the

application of this Regulation by 11 June 2017 and every five years thereafter.

2. Not later than one year after the time-limit for submission of reports referred to in
paragraph 1, the Commission shall submit to the European Parliament and to the
Council a report on the application of this Regulation, including a first assessment of the

effectiveness of this Regulation.
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3. Every 10 years after its first report the Commission shall, on the basis of reporting on,
and experience with the application of, this Regulation, review the functioning and
effectiveness of this Regulation in achieving the objectives of the Nagoya Protocol. In
its review the Commission shall, in particular, consider the administrative consequences
for public research institutions, micro, small or medium-sized enterprises and specific
sectors. It shall also consider the need to review the implementation of the provisions of

this Regulation in light of developments in other relevant international organisations.

4. The Commission shall report to the Conference of the Parties to the Convention
serving as the meeting of the Parties to the Nagoya Protocol on the measures taken by

the Union to implement compliance measures in respect of the Nagoya Protocol.

Article 17
Entry into force and application

1. This Regulation shall enter into force on the twentieth day following that of its

publication in the Official Journal of the European Union.

2. As soon as possible following the deposit of the Union’s instrument of acceptance of
the Nagoya Protocol, the Commission shall publish a notice in the Official Journal of
the European Union specifying the date on which the Nagoya Protocol will enter into

force for the Union. This Regulation shall apply from that date.

3. Articles 4, 7, and 9 of this Regulation shall apply one year after the date of entry into
force of the Nagoya Protocol for the Union.

This Regulation shall be binding in its entirety and directly applicable in all Member
States.

Done at Strasbourg, 16 April 2014.
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For the European Parliament For the Council
The President The President
M. SCHULZ D. KOURKOULAS
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Discussion Paper for the Stakeholder meeting of 9 December 2014

Discussion paper for the stakeholder meeting of 9 December 2014

Background

Regulation (EU) No 511/2014 (hereafter: the basic Regulation) establishes rules governing
compliance with access and benefit-sharing for genetic resources and traditional knowledge
associated with genetic resources in accordance with the provisions 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 ('Nagoya Protocol'). The effective
implementation of that Regulation will also contribute to the conservation of biological
diversity and the sustainable use of its components, in accordance with the provisions of the
Convention on Biological Diversity ('Convention').

The Commission is tasked with adopting implementing provisions in relation to Articles 5, 7,
and 8 of the basic Regulation. For the purpose of the implementing regulation the competent
authorities are the competent authorities designated by Member States in accordance with
Article 6 of the basic Regulation. The implementing act is expected to enter into force in
October 2015. Its draft provisions are summarised below.

Voluntary tools to assist compliance

Articles 5 and 8 of the basic Regulation provide for voluntary tools to assist users in
complying with their due diligence obligation. This includes identifying and registering
collections as suppliers of genetic resources that effectively apply measures restricting the
supply of samples of genetic resources to third persons with documentation providing
evidence of legal access, and who ensure the establishment of mutually agreed terms, where
required. This also includes identifying and recognising as best practice measures that are
particularly suitable for achieving compliance with the system of implementation of the
Nagoya Protocol at an affordable cost and with a high level of legal certainty. In order to
ensure uniform conditions for the implementation of those provisions, detailed provisions are
required regarding the procedures to be followed in the case of a request for registration of a
collection or part thereof and regarding recognition of best practices.

Monitoring user compliance

To ensure uniform implementation of the basic Regulation, it is necessary to clarify the
conditions for implementing the provisions on monitoring user compliance as regards the
declarations to be made (1) by recipients of research funding involving the utilisation of
genetic resources and traditional knowledge associated with genetic resources as well as (2)
by users at the stage of final development of a product developed via the utilisation of genetic
resources and traditional knowledge associated with genetic resources.

In order to identify the final stage of utilisation in different sectors, the stage of final
development of a product under Article 7(2) of the basic Regulation needs to be determined.
The final stage of utilisation, meaning the stage of final development of a product can be
identified with legal clarity at the time (1) when either market approval is sought or, (2) when
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a notification required prior to placing for the first time on the Union market is made or, (3)
where neither market approval nor a notification are required, at the time of placing for the
first time on the Union market a product developed via the utilisation of genetic resources
and/or traditional knowledge associated with genetic resources.

In some sectors the person utilising genetic resources and traditional knowledge associated
with genetic resources may not be the one requesting market approval, making a notification,
or placing a product for the first time on the Union market. In order to effectively address all
activities that utilise genetic resources and traditional knowledge associated with genetic
resources within the Union, the declaration should, in those cases, be made by the person
selling or in any other form transferring the result of the utilisation to another person that
carries out those activities. Effective monitoring of user compliance within the Union must
also address cases where the result of the utilisation is sold or in any other form transferred
outside the Union without placing a product on the Union market.

In order to ensure consistency of treatment of products placed on the Union market, the
declaration should also be made when the development of a product has taken place outside
the Union.

The triggering events for the due diligence declaration at the stage of final development of a
product are mutually exclusive. This declaration will therefore only have to be made once.

Substance

Article S of the basic Regulation - register of collections

Register of collections

As to the register of collections, established based on Article 5 of the basic Regulation, it will
have to include the following information (per collection and part thereof):

(a) aregistration code assigned by the Commission;

(b) name and contact details of the collection or part thereof;

(c) name and contact details of the holder of the collection or part thereof;

(d) type of collection;

(e) competent authority of a Member State, which verified the collection or part thereof;
(f) date of inclusion of the collection or part thereof into the register;

(g) other existing identifier of the collection, where available;

(h)  where applicable, date of removal of the collection or part thereof from the register.

Request for inclusion in the register of collections
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A request for inclusion of a collection or a part thereof in the register will have to contain the
basic information about the collection, i.e.: name of the collection (or part thereof), identifier
(if available), address and website. Further, the request will have to contain information on
the holder of the collection (or a part thereof), so similarly as above: name, address, e-mail
address and telephone number, as well as information on legal personality.

In a situation where only part of a collection is to be included in the register, the description
and the distinctive (biological) features of that part will have to be specified.

Further, the applicant will be asked to provide information on the type of the collection,
having the choice to tick one or more of the following boxes:

(a) Animal [_]
(1) Sperm/semen [_|
(i)  Ovule[]
(iiiy  Vertebrates [_|
(iv)  Invertebrates [ |

(b) Plants and similar [_]
(1) Plants/seeds ||
(i)  Algae[]

(©) Microorganisms [_|
(1) Cyanobacteria [_|
(i)  Bacteria[_]

(d) Fungi [_]

(e)  Viruses [ ]

® Nucleic acids [_]

(2) Other — (specification)

Following a request for inclusion, the collection holder will have to notify the competent
authority of any changes which influence the collection's capacity to comply with the criteria
set out in Article 5(3) of the basic Regulation and of any changes in the information
previously submitted to the competent authority (as described above).

For the purposes of the notification of the collection by a competent authority to the
Commission (i.e. the notification referred to in Article 5(2) of the basic Regulation), a
competent authority will have to provide the Commission with a signed confirmation that the
collection or part thereof has been verified by them and found to meet the criteria set out in
Article 5(3) of the basic Regulation. Competent authorities will have to notify the
Commission of any subsequent changes to the information submitted to them by the
collection (as described above).
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In addition, the act will specify the indicative documents demonstrating the capacity of a
collection or a part thereof to comply with the requirements of Article 5(3) of the basic
Regulation, such as:

1. Codes of conduct, manuals of procedures, etc.
2. Model contracts.
3.1SO certification or other certification system.

4. Indication of compliance with standards of a relevant standardisation organisation.

Frequency and nature of checks on collections

Competent authorities will have to carry out the verification referred to in Article 5(4) of the
basic Regulation regularly, at least once every three years per collection or part thereof.

Where there are substantiated concerns that a collection included in the register does not meet
the criteria set out in Article 5(3) of the basic Regulation, the competent authority will have
to carry out additional verification.

For this verification to be effective, proportionate and capable of detecting cases of non-
compliance with Article 5(3) of the basic Regulation, it will have to include the following, as
appropriate:

(a) on-the-spot checks;

(b) examination of documentation and records of a collection and of the collection

holder, which are relevant for demonstrating compliance with Article 5(3) of
the basic Regulation;

(©) examination of whether samples of genetic resources and related information
of the collection concerned have been properly documented;

(d) interviews with relevant persons, such as the collection holder, staff, external
verifiers, and users obtaining samples from that collection;

Further, the collection holder and its staff will have to provide all assistance necessary to
facilitate the performance of the verification referred above.

Remedial actions

Remedial actions or measures referred to in Article 5(4) of the basic Regulation can be any of
the following:

(a) revision of the measures taken by the collection in order to comply with
Article 5(3) of the basic Regulation;

(b) additional verification or third-party verification of compliance with Article
5(3) of the basic Regulation;

(©) requirement of additional reports from the collection holder on significant
changes or updates in the collection, in order to comply with Article 5(3) of
the basic Regulation.

The competent authority can take immediate interim measures.
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Article 7 of the basic Regulation — monitoring user compliance

Due diligence declaration at the stage of research funding

The declaration requested by Member States and the Commission referred to in Article 7(1)
of the basic Regulation is to be made upon first receipt of research funding by the recipients
of research funding involving the utilisation of genetic resources and/or traditional
knowledge associated with them by way of submitting a completed form. The draft templates
for these forms are in Annex A and B to this discussion paper.

If at the time of first receipt of research funding, the recipient has not yet obtained the genetic
resource and/or traditional knowledge associated with genetic resources involved in the
utilisation, the request referred to in Article 7(1) of the basic Regulation will have to specify
the point in time at which the declaration will be made. That point in time will have to be at
the latest when the recipient of research funding involving utilisation of genetic resources has
obtained the genetic resources and /or traditional knowledge associated with genetic
resources.

Where research funding is provided from both public and private sources, a separate
declaration for the privately funded part will not be requested.

Where a Member State determines that the declaration is not to be made directly to the
competent authority responsible for the transmission under Article 7(3) of the basic
Regulation (transmission to the ABS Clearing House), the designated addressee of the
declaration will have to submit a copy of the declaration to that competent authority without
undue delay.

Where research funding is provided by both the Union and by one or several Member States,
the declaration will have to be submitted to the competent authority of the Member State in
whose territory the recipient of research funding is established.

Where research funding is provided exclusively by the Union, the declaration will have to be
submitted to the funding institution which provided the research funding. That institution will
have to forward a copy of the declaration to the competent authority of the Member State in
whose territory the recipient of research funding is established.

Where research is funded exclusively by private sources, the declaration is to be submitted to
the competent authority of the Member State in whose territory the recipient of research
funding is established.

Where the recipient of research funding provided by the Union and/or by one or several
Member States is not established in the Union, the declaration is to be made to the funding
institution. This funding institution will transmit it to the competent authority of the Member
State in whose territory it is established.
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Due diligence declaration at the stage of final development of a product

For utilisation of genetic resources, users will have to make the declaration referred to in
Article 7(2) of the basic Regulation by submitting to the competent authority a completed
form, a draft template set out in Annex C to this discussion paper.

For utilisation of traditional knowledge associated with genetic resources, users will have to
make the declaration referred to in Article 7(2) of the basic Regulation by submitting to the
competent authority a completed form, a draft template of which is set out in Annex D to this
discussion paper.

The declarations referred above are to be made only once. Depending on the circumstances,
they will have to be made when any of the following events occurs for the first time:

(a) market approval is sought for a product developed via the utilisation of genetic
resources and/or traditional knowledge associated with genetic resources;

(b) a notification required prior to placing for the first time on the Union market is
made for a product developed via the utilisation of genetic resources and/or
traditional knowledge associated with genetic resources;

(c) placing for the first time on the Union market a product developed via the
utilisation of genetic resources and/or traditional knowledge associated with
genetic resources, for which no market approval or notification is required;

(d) the result of the utilisation is sold or in any other form transferred to a natural
or legal person within the Union in order for that person to carry out one of the
activities referred to in points (a), (b) and (c);

(e) the result of the utilisation is sold or in any other form transferred to a natural
or legal person outside the Union.

Where the utilisation has taken place outside of the Union, the declaration is to be made to
the competent authority of the Member State through which the product enters the Union.

A voluntary declaration may also be made where the utilisation is permanently ended without
finalising the development of a product or where the user considers that the stage of final
development of a product has been reached.

Placing for the first time on the Union market is to be understood as the supply by any means,
irrespective of the technique used, for distribution or use in the course of a commercial
activity, whether in return for payment or free of charge including for incorporation into a
final product, for further processing or refinement prior to placing on the market.

Transmission of information to the ABS Clearing House

For the purposes of Article 7(3) of the basic Regulation, the competent authorities will have
to transmit to the addressees specified in Article 7(3) of that Regulation the information
received on the basis of part A of Annexes (here part A of Annex A, B, C and/or D to this
discussion paper), unless the information is confidential. The competent authorities will have
to transmit the information received without undue delay and at the latest one month after the
information was received.

Competent authorities will also have to transfer the information to the ABS Clearing House
where they have received the information from funding institutions in cases where research
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funding is provided exclusively by the Union and where the recipient of funding is
established outside of the Union.

Article 8 of the basic Regulation — best practices

Application for recognition of a best practice

An application by associations of users or other interested parties submitted in accordance
with Article 8(1) of the basic Regulation is to be made to the Commission by providing the
information and documentation specified (see below). In particular, an application submitted
by other interested parties which do not represent users, will have to include details on the
legitimate interest in developing and overseeing a combination of procedures, tools or
mechanisms, which, when effectively implemented by users, enables these users to comply
with their obligations under Articles 4 and 7 of the basic Regulation.

Information required to be submitted with an application for recognition of best practice

The information provided will have to include the indication whether the application is
received from associations of users or from other interested parties. An association of users
needs to describe the organization and its structure. Other interested parties need to specify
why at least one of the following conditions is fulfilled: (1) they have legitimate interest in
the subject matter of the basic Regulation (and provide the reasons for), (2) they either
access, collect, transfer, or commercialise genetic resources or traditional knowledge
associated with genetic resources, which must be further detailed.

The association of users or the other interested party will be required to provide contact
details (name, address, e-mail, telephone, website, where available).

Further, the applicants will be required to state whether they are established in accordance
with the requirements of the Member State, in which they are located (including providing
supporting evidence and information). In such a case, the applicants are asked to specify
their legal nature.

The applicants are also required to provide a description of the combination of procedures,
tools or mechanisms they have developed, which, when effectively implemented, enable
users to comply with their obligations under Articles 4 and 7 of the basic Regulation and how
they will ensure the oversight' of the procedures, tools or mechanisms referred above.

Further, the applicants are to provide information on Member States, in which they are
located and in which they operate, including information on Member States, where the users
implementing a best practice overseen by them operate.

The supporting information to be provided includes:
1. List of competent personnel with copies of CVs, accompanied by a description of their
duties.

2. Where tasks are sub-contracted, description of these tasks and evidence that all
subcontractors meet the relevant requirements listed.

E.g. including record keeping system or control system.

— 258 —



O 00 N o wu W N =

10

11
12

13
14
15
16
17

18
19
20

21

22
23
24
25
26
27
28

29

30
31
32
33
34

35
36
37

38
39
40
41

42
43

3. Declaration of absence of conflict of interest in overseeing the implementation of the
combination of procedures, tools or mechanisms.

4. Description of the written policies and procedures for avoidance of conflict of interest at
organisational and individual level, which may include third party audits.

5. Copies of financial statements for the last two financial years or other substantiating
documents where financial statements are not required due to the legal status of the applicant.

Applicants will have to send a copy of the application and supporting documentation to the
competent authority of the Member State in which they are located at the time when the
application is submitted to the Commission.

The Commission will have to acknowledge receipt of an application and provide the
applicant with a reference number within 20 working days from the date of receipt.

The Commission will have to inform the applicant if additional information or documents are
required in order to carry out the assessment of the application. The applicant is required to
submit any additional information and documents requested to the Commission without
undue delay and provide at the same time a copy of these documents to the competent
authority of the Member State in which the applicant is located.

The competent authority of a Member State which receives a copy of an application
submitted in accordance with this Article may provide comments to the Commission within
two months of receiving the copy of the application.

Recognition and withdrawal of recognition as best practice

Where the Commission makes a decision to grant recognition as best practice under Article
8(2) of the basic Regulation or to withdraw the recognition of a best practice under Article
8(5) of that Regulation, it will have to inform the association of users or other interested
parties respectively, as well as the competent authority of the Member State, in which the
association or other interested parties are located of that decision without undue delay. The
Commission will have to publish that decision in the register established under Article 8(6) of
the basic Regulation.

Information on subsequent changes to a recognised best practice

Where the Commission is informed of any changes or updates in accordance with Article
8(3) of the basic Regulation and taking into consideration comments received from the
competent authorities of the Member State in which the applicant is located, as well as
information received as a result of checks carried out under Article 9 of the basic Regulation
(see below), it will have to assess the following:

(a) whether the change or update made to the combination of procedures, tools or
mechanisms still enable users to comply with their obligations under Articles 4
and 7 of the basic Regulation;

(b)  whether the association of users or the other interested parties are still able to
fulfil their oversight functions to ensure that, when effectively implemented,
the combination of procedures, tools or mechanisms enables the user to
comply with its obligations under Articles 4 and 7 of the basic Regulation.

Where information is provided to the Commission based on Article 8(3) of the basic
Regulation, a copy of that information is to be submitted by the applicant to the competent
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authority of the Member State in which the applicant is located. Where competent authorities
wish to submit comments to the Commission regarding changes or updates made to the
recognised best practice, they will have do so within two months of receiving the
information.

Competent authorities will have to inform the Commission without undue delay of any
information resulting from checks carried out based on Article 9 of the basic Regulation
indicating non-compliance with Articles 4 and 7 of this Regulation as these may indicate
possible deficiencies in the best practice.

Deficiency in best practice

Where the Commission receives information regarding repeated or significant cases of non-
compliance with Articles 4 and 7 of the basic Regulation by a user implementing a best
practice, the Commission will have to request the association of users or the other interested
parties to submit observations regarding the alleged non-compliance within two months. The
association of users or other interested parties will have to submit a copy of those
observations and supporting documentation to the competent authority of the Member State
in which they are located. Where a competent authority wishes to submit observations to the
Commission regarding this submission, they will have do so within two months of receiving
a copy of these documents. The result of this examination is to be conclusive and to include
recommendations regarding measures to be taken, which may include a recommendation to
withdraw recognition of the best practice.

Where the Commission examines possible deficiencies in a best practice and cases of non-
compliance with the obligations in Articles 4 and 7 of the basic Regulation, the association of
users or the other interested parties subject to examination will have to co-operate with the
Commission and assist the Commission in its actions. The Commission will have to consider
the need for remedial actions to be taken by the association of users or the other interested
parties. Where the association of users or the other interested parties subject to examination
fail to cooperate with the Commission and to provide the necessary information and
documents, the Commission may, without further consideration, withdraw recognition of a
best practice.
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Comments of Japan Bioindustry Association (JBA)
on “the Discussion paper for the stakeholder meeting of 9 December 2014”
for implementing provisions in relation to Articles 5, 7 and 8 of
Regulation (EU) No. 511/2014

Japan Bioindustry Association (JBA) greatly appreciated the opportunities for
discussions at the stakeholder meeting of 9 December 2014 held in Brussels,

Belgium.

As a stakeholder in relation to Regulation (EU) No. 511/2014, Japan Bioindustry
Association (JBA) would like to offer our comments on the Discussion paper for the
stakeholder meeting of 9 December 2014.

We would be most grateful if the European Commission would take our comments
into consideration in the process of drafting the implementing acts in relation to
Articles 5, 7 and 8 of Regulation (EU) No. 511/2014.

Comments on the Substance of the Discussion paper of 9 December 2014:

Comment 1:
Article 7 of the basic Regulation — monitoring user compliance

Due diligence declaration at the stage of research funding

Line 3 (page 5):

The meaning of “research funding” needs to be clearly defined to avoid confusion in
an international perspective. For example, in our language, “financial investment
by a large enterprise to a biotech start-up company for R&D purposes” is sometimes
loosely referred to as “research funding”. However, in the context of the basic
Regulation, we assume that “research funding” is clearly different from “financial
investment” in the above-mentioned case. In order to eliminate any ambiguity,

“research funding” needs to be clearly defined in a written form.

Recommendation:

The difference between “research funding” and “financial investment” should be
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explicitly clarified in a written form.

Comment 2:
Article 7 of the basic Regulation — monitoring user compliance

Due diligence declaration at the stage of final development of a product

Line 2 and 18(page6)

In accordance with the Article 2 of the basic Regulation, we understand that the

statement of “a product developed via the utilization of genetic resources and/or
traditional knowledge associated with genetic resources” means “a product
developed via the utilization of genetic resources and/or traditional knowledge
associated with such resources that have been accessed within a Party to the
Nagoya Protocol after the entry into force of the Nagoya Protocol for the Union.” In
this context, “genetic resources and/or traditional knowledge associated with such
resources” to be reported in a declaration should be only “genetic resources and/or
traditional knowledge associated with such resources that have been accessed
within a Party to the Nagoya Protocol after the entry into force of the Nagoya
Protocol for the Union,” if that product have been developed via utilization of
several kinds of genetic resources and/or traditional knowledge associated with

such resources.

Recommendation

‘Genetic resources or traditional knowledge associated with such resources’ to be
reported in a declaration should be explicitly clarified in a written form as ‘genetic
resources or traditional knowledge associated with such resources that have been
accessed within a Party to the Nagoya Protocol after the entry into force of the

Nagoya Protocol for the Union.’

Comment 3:
Article 7 of the basic Regulation — monitoring user compliance

Due diligence declaration at the stage of final development of a product

Lines 24 and 25 (page 6):

“Where the utilization has taken place outside the Union, the declaration is to be
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made to the competent authority of the Member State through which the product
enters the Union”, means that obligations of users based on Article 4 of the basic
Regulation are to be imposed on users in countries beyond the EU jurisdiction. This
would become serious international barriers to the trade of a wide range of

products.

Recommendation:
This provision in lines 24-25 should be deleted.

Comment 4:
Article 7 of the basic Regulation — monitoring user compliance

Due diligence declaration at the stage of final development of a product

Lines 30 and 33 (page 6):

The intention of the statement in lines 30-33 seems to provide rigorous legal

clarification. In our view, demerits of this legal clarification are greater than its
merits at the current infancy stage of the Protocol implementation. We must add
that, due diligence declarations to be made at the events of (c), (d) and (e) (refer to
lines 16-23) are much easier said than done, particularly for those SMEs or
micro-enterprises (e.g. biotech start-up companies) that are weak both financially
and in manpower. The rigorous legal clarification given in lines 30-33 has legal
meaning for lawyers, but, practically, it does not tell those SMEs or
micro-enterprises about anything concrete as to what to do on their part. They
would simply be confused, and as a result, would likely be pushed out of business.
In light of the present circumstances at the infancy of the Protocol implementation,
a pragmatic “step-by-step approach” will be more effective and appropriate than
enforcement based on rigorous legal clarification which is too abstract for weak

enterprises to comprehend and cope with.

Recommendation:
Lines 30-33 should be deleted. A pragmatic step-by-step approach (e.g. by guideline)
should be given a priority, until more experiences accumulate with implementation

of Nagoya Protocol in both providing and user countries.
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Comment 5:
Article 8 of the basic Regulation — best practice

Application for recognition of a best practice

Line 9 and 13 (page 7):

“Other interested parties” do not represent users and, therefore, they are not legally

bound by “due diligence obligations” that are stipulated by Article 4 of the basic
Regulation. Testing a system of recognizing a best practice of “other interested
parties” is certainly a good idea to explore a way of enabling (but not necessarily
ensuring) users to comply with their obligations under Articles 4 and 7 of the basic
Regulation. However, it is premature to judge whether this approach effectively
works or not. Furthermore, not all the “other interested parties” will opt for a
recognized best practice in the first place. We have concerns that it would be too
risky to enforce a regulation on users prematurely, based on an untested

assumption.

Recommendation:

Users’ obligations to seek, keep and transfer information and relevant documents
(as stipulated by Article 4(3)(b) of the basic Regulation) need to be explained
concretely from a practical perspective. We are of the view that
implementation of these provisions within the EU should be postponed until
sufficient experiences of the Protocol implementation accumulate in both

providing and user countries worldwide

Comment 6:
Need for guidance
Meaning of “utilization (R&D)”:

The terms “research and development” are not defined in the Nagoya Protocol.
According to “the Minutes of ABS Stakeholders’ Meeting of 9 December 2014” that
was prepared by the European Commission”, the Commission informed that there
will be no declaration at the time of collection of the genetic resource, as the
triggering moment will be the utilization. In case of simple analysis of genetic
resources without subsequent utilization, no declaration will be needed”.

Therefore, we understand that “research and development” in the basic Regulation
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refer to the process intended to create new products. Accordingly, meaning of

“utilization” becomes quite clear.

Recommendation:

Meaning of “research and development” and “utilization” in the context of in the
basic Regulation should be elaborated in a guidance document, based on the
information provided by the Commission at the Stakeholder meeting of 9 December
2014.

Comment 7:
Need for guidance

Elaboration of “commodity trades”

The term “commodity” is referred to neither in the Nagoya Protocol nor in the basic
Regulation. According to a presentation that was made by a Commission official at
the Workshop entitled “Working Out ABS” organized by ICC in Paris on 24-25
November 2014, the EU ABS Regulation concerns “utilization” of genetic resources,

but not commodity trade. It was a useful clarification.

Recommendation:
Treatment of “commodity trade” in the context of the basic Regulation should be

elaborated in a guidance document.

Comments on Annexes

Annex A

Comment 8:
(1) Pages 1-2, Part A, 3

The current template assumes a case where only one kind of genetic resource is

utilized in one funded project. However, in actual situations, there are cases where
multiple kinds of genetic resources are used on a funded project. Therefore, the
template’s wording should be modified to accommodate such cases by a single

declaration in a cost-effective manner.
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Recommendation:

For example, it would be useful if “Part A, 3. Information on exercise of due

diligence” is annotated by, e.g. footnote saying “attach a list of genetic resources and
their relevant information for each item if a multiple number of different genetic

resources are used on a single funded project”.

Comment 9:
(2) Page 2, Part A, 3 (d)

The statements in this section (given below) are not consistent with the principles of

protecting confidentiality as stipulated in the Nagoya Protocol, and therefore should
be changed.

Reason: the principles of protecting confidential information are stipulated in
Nagoya Protocol (e.g. Art. 14(2), 17(1) (a) (iii) and 17(4)). Caution must therefore be
exercised to prevent any chances of disclosing confidential information without the
applicant’s consent. The EU authority should not transmit confidential information,

without the applicant’s consent, to the process where it cannot directly control.

Recommended changes:
a) Lines 1-2

The statement: “If the information provided is confidential, please provide the

information nonetheless, but tick the respective box to mark it, and provide the
justification for confidentiality” should be changed to the following statement:

“Please provide information under items given below.”

b) () through (viii)

Delete all the ticking boxes and accompanying words “confidentiality”.

c) (viii) line 3
The statement “If ‘Yes’ was selected, please indicate the name of the subsequent
user:” should be changed to “If ‘Yes’ was selected and the information is

non-confidential, please indicate the name of the subsequent user”
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Annex B

Comment 10:
(1) Page 5, Part A, 3(b)

The statements in this section (given below) are not consistent with the principles of

protecting confidentiality as stipulated in the Nagoya Protocol, and therefore should

be changed. Reason: the same as that given above for Annex A, Part A, 3(d).

Recommended changes:

a) lines 2-3,

The statement: “If the information provided is confidential, please provide the
information nonetheless, but tick the respective box to mark it, and provide the
justification for confidentiality” should be changed to “Please provide information

under items given below.”

b) (1) through (viii)

Delete all the ticking boxes and accompanying words “confidentiality”.

c¢) (viii) Line 3
The statement “If ‘Yes’ was selected, please indicate the name of the subsequent
user:” should be changed to “If ‘Yes’ was selected and the information is

non-confidential, please indicate the name of the subsequent user”.

Annex C

Comment 11:
(1) Pages 7-8, Part A, 4

The current template assumes a case where only one kind of genetic resource is

utilized in one product. However, in actual situations, there are cases where
multiple kinds of genetic resources are used in a single product. Therefore, the
template’s wording should be modified to accommodate such cases by a single

declaration in a cost-effective manner.

Recommendation:

For example, it would be useful if “Part A, 4. Information on exercise of due
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diligence” 1s annotated by, e.g., footnote saying “attach a list of genetic resources
and their relevant information for each item if a multiple number of different

genetic resources are used on a single product”.

Comment 12:
(2) Pages 8-9, Part A, 4(d)

The statements in this section (given below) are not consistent with the principles of

protecting confidentiality as stipulated in the Nagoya Protocol, and therefore should
be changed. Reason: the same as that given above for Annex A, Part A, 3 (d).

Recommended changes:
a) Page 8, (d), lines 2-3

The statement: “If the information provided is confidential, please provide the

information nonetheless, but tick the respective box to mark it, and provide the
justification for confidentiality” should be changed to “Please provide information

under items given below.”

b)4(d), (G) through (viii)

Delete all the ticking boxes and accompanying words “confidentiality”.

c) Page 9, line 3

The statement: “If ‘Yes’ was selected, please indicate the name of the subsequent

user” should be deleted and replaced by the following statement: “If ‘Yes’” was
selected and the information is non-confidential, please indicate the name of the

subsequent user”.

Annex D

Comment 13:

(1) Pages 12-13, Part A, 4(b)

The statements in this section are not consistent with the principles of protecting

confidentiality as stipulated in the Nagoya Protocol, and therefore should be
changed. Reason: the same as that given above for Annex A, Part A, 3 (d).
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Recommended changes:
a) 4(b), lines 2-3

The statement: “If the information provided is confidential, please provide the

information nonetheless, but tick the respective box to mark it, and provide the
justification for confidentiality” should be changed to the following statement:

“Please provide information under items given below.”

b) 4(b), ) through (viii)

Delete all the ticking boxes and accompanying words “confidentiality”.

¢) Page 13, lines 2-5

The statement: “If ‘Yes’ was selected, please indicate the name of the subsequent

user” should be deleted and replaced by the following statement: “If ‘Yes’ was
selected and the information is non-confidential, please indicate the name of the

subsequent user”.
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CETAF’s Statement on the proposed Implementing
Act for Regulation (EU) No 511/2014

This statement is based on the Stakeholder Meeting of 9 December 2014 and
the respective Discussion Paper provided by the European Commission,
including annexes A to D.

Rationale

CETAF, the Consortium of European Taxonomic Facilities, represents 58 Natural History Museums,
Botanic Gardens and other biodiversity repositories and research institutions from 20 European
countries. Collectively our member institutions hold an estimated 1.5 billion specimens, representing
80 % of the World’s described organismal diversity. CETAF members are dedicated to non-
commercial biodiversity research, particularly in taxonomy and systematics, and thereby deliver
important scientific contributions to the conservation and sustainable use of biodiversity and natural
resources.

The Regulation (EU) No 511/2014 will affect our institutions as collections and repositories of
biological material and genetic resources, research institutions (i.e. users of genetic resources), and
data providers (e.g. through the Global Biodiversity Information Facility’, European Biodiversity
Observation Network?). Thus, the implementation of Articles 5 as well as 7 and 8 will be relevant for
CETAF members and on our on-going contribution to the United Nations Environment Programme
(UNEP) and the Intergovernmental Platform on Biodiversity and Ecosystem Services (IPBES) as well
as our collaboration with international partners, to understand and describe, monitor and protect

436 We will therefore comment on all parts of the implementation details presented

global diversity
in the Discussion Paper. The remarks contained herein try to compile and reflect the common
concerns shared by CETAF as a group of interest, to the current wording of the Implementing Act and

the measures derived thereof.

We highlight that Article 8a of the Nagoya Protocol calls for simplified measures to create conditions
to promote and encourage research which contributes to the conservation and sustainable use of
biological diversity. This describes the core work of our institutions, and our hope is that the
Commission will meet its obligations under the Protocol bearing this in mind. Currently we fear the
opposite effect, particularly from the reporting requirements outlined. This could have a negative
effect on the EU’s intent to fulfil the EU biodiversity strategy 2020, with particular regards towards
the Strategic Plan for Biodiversity 2011-2020 and the Aichi targets, and on the intended EU’s
commitment to mobilise resources for global biodiversity’.

! GBIF: www.gbif.org

2 EU-BON: http://www.eubon.eu/

® Global Taxonomy Initiative: http://www.cbd.int/gti/partner.shtml

* International Barcode of Life: http://ibol.org/

> Encyclopaedia of Life: http://eol.org/

JUCN http://www.iucn.org// IUCN red list http://www.iucnredlist.org/

7 see, e.g., the EP’ resolution from April 2012
(http://ec.europa.eu/environment/nature/biodiversity/comm?2006/pdf/EP_resolution april2012.pdf)

2
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General Remark

One conclusion drawn from the discussion during the stakeholder’s meeting of 9 December 2014 was
that there is still no common understanding of which activities exactly trigger due diligence and
reporting obligations of users. We feel that a clarification of terms (especially of ‘utilization’ and
‘research and development’) is urgently needed in order to provide legal certainty for all
stakeholders. Without this we are unable to evaluate the economic and operational impact of the
proposal on our operations, or even be clear whether it is operationally possible to comply without
ceasing some elements of our fundamental work. The announced guidance documents to the basic
Regulation, which are supposed to offer this clarification, need to be at hand at the latest when
Articles 4, 7 and 9 become effective in October 2015 to avoid legal uncertainties for European
Biodiversity repositories and Natural History Collections.

The Commission explained that “the triggering moment will be the utilization. In case of a simple
analysis of genetic resources without subsequent utilization, no declaration will be needed” (quote

taken from summary minutes). Our member institutions’ activities in non-commercial research on
biodiversity usually involve sequencing of DNA and using these sequences for identifying species and
for comparing with other sequences in order to draw conclusion on the evolution of organisms and
their specific features. Given the latest statement of the Commission we assume that these do not
fall under ‘utilization’ and therefore do not trigger reporting obligations. We would, however,
welcome a definite clarification.

Comments on Implementing Act for Article 5 (Register of Collections)

A close examination of the Regulation and the Implementing Act indicates that the concept of the
Register of Collections will be inappropriate for most of the collections held by CETAF institutions.
The primary function of our members’ collections is to provide a non-commercial research tool for
their own and other researchers globally, most of this research not involving utilization in the sense
quoted above. Given the fact, that supplying genetic resources to third parties for commercial
applications is not part of the core business of natural history museums, our members currently do
not feel neither encouraged nor capable to undergo the registration process. The frequency and
intensity of verification checks (Discussion Paper, page 4, line 9-27) will require considerable
managerial efforts and costs on collection holders as well as the competent national authorities. Is it
intended that those costs will be covered by the national governments, or will they be passed on to
the collection holders?

The main objective of European Biodiversity Repositories is to identify organismal life, to provide
taxonomic expertise, which is a prerequisite e.g. to monitor invasive alien species®’, and to conduct
non-commercial research on biodiversity. To facilitate ABS compliance of third party users will not be
a sufficient incentive for scientific collections of CETAF to enter the EU Register of Collections and to
bear the subsequent additional economic and personnel efforts.

Besides this, we have the following, more specific comments on the proposed Implementing Act:

8 http://ec.europa.eu/environment/nature/info/pubs/docs/brochures/invasive_green.pdf
° http://www.nobanis.org/
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1. Type of collections (Discussion paper, page 3, line 6-24):

e Inour view, registered collections will in most cases not be defined by their biological
features, but by certain administrative/managerial features. There might be, for example,
millions of vertebrate specimens in a natural history museum, but the institution might
decide to register only that part of the collection which fulfils the requirements set out in
Article 5(3). We therefore suggest to delete “(biological)” from the sentence “the description
and the distinctive (biological) features of that part will have to be specified” (Discussion
paper, page 3, line 9)

e The list of collection types appears arbitrary and impractical from the viewpoint of scientific
collections. First, we suggest exchanging “type of the collection” by “focus of the collection”
or “basic nature of the collection”. This would tackle the problem that, e.g., microorganisms
(c), viruses (e), nucleic acids (f) are in fact associated with nearly all objects in our collections.
Furthermore, it might be helpful to introduce a general distinction between “living” and
“preserved” material. One has to keep in mind that also preserved specimens fulfil the
criteria of “genetic resources” because modern techniques allow the extraction and analysis
of DNA and other biochemical compounds from preserved specimens of plants and animals.
The current list appears to refer only to living material. But for the purpose of the Register of
Collections it might be relevant to know whether the collection is focused on living or
preserved specimens, e.g., if a “plant collection” is a herbarium, a botanic garden’s living
collection or a seed bank. CETAF offers its assistance if the Commission wishes to revise the
list of categories.

2. Verification checks (Discussion paper, page 4, line 16):

e We propose to exchange “it will have to include” by “it may include”. We understand that
not all of these measures will be required at each single check. The CNA should be able to
decide upon appropriate measures based on the specific situation — otherwise the system
would be overregulated.

Comments on Implementing Act for Article 7(1)

(Due diligence declaration at the stage of research funding)

In a context of permanent and increasing budgetary cuts, CETAF members anticipate substantial
additional costs resulting from the proposed implementation of Article 7 paragraph 1. In particular,
institutions will have to:

e develop data management systems to store and provide the information required for
reporting, where this is not already possible;

e dedicate staff time to input the information into institutional databases — this will have to be
done for all incoming biological material in order to cover the possibility that a report might
be required;

e dedicate staff time to make reports.

At the moment, these costs cannot be estimated due to a lack of clarity on terms and concepts used
in the discussion paper (see General Remark). Bearing in mind the necessity of having a checking
point at an early stage, this should be feasible, reasonably easy and cheap to carry out by the agent

4
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(institutions and their staff), in the aim of efficiency and effectiveness. As currently presented,
however, the declaration form requests several information items for which we see no justification.
We are reluctant to incur any costs for information that is not required by the basic Regulation, nor
by the ABS Clearing House.

With that said, we have the following concerns on the proposed implementation of Article 7(1):
1. Content of the declaration form:

e Inour opinion, Article 7 paragraph 1 of the basic Regulation is very clear in requiring users to
declare that they exercise due diligence. We therefore would expect a short and generic
statement from users that they are aware of their obligations under the Regulation and the
provider country's access legislation (comparable, e.g., to a statement of absence of conflict
of interests). Such a statement would provide the CNA with relevant and important
information about on-going utilization processes and thereby support the effective
implementation of the Regulation.

In contrast to this, however, the form provided in Annex A requires details for which we see
no justification in Article 7 paragraph 1. Only Article 7 paragraph 2 specifies that such details
should be submitted to the CNA, namely at the stage of final development of a product.

e Annex A, 3(d)vi (Description of the genetic resource utilised):

Given that a permit or equivalent may cover thousands of specimens of many different
species, often new to science and thus lacking names, we assume that, if appropriate, a very
general description is allowed here, e.g. “150 soil samples from the region X” or “120 vessels
containing insects preserved in ethanol”. Anything more detailed seems hardly feasible given
the large number of research projects and samples handled in our institutions.

e Annex A, 3(d)vii (Source from which the genetic resource was obtained):
To enable us to manage our data we require an explanation of this term: is the source the
country, a person/institution within the country, or some other entity?

e Annex A, 3(d)viii (Have you passed on the genetic resources further?):

As stated above, we do not see a justification in the basic Regulation nor a relevance of this
information. It could be costly to manage and deliver and, because such transfer to third
parties may not be handled by the individual carrying out research, may not be available to
them.

e AnnexA, Items 5 and 6 are not required by the ABS Clearing House and are therefore not
part of the Checkpoint’s responsibility to gather under the Protocol. Again, there is an
unreasonable and baseless cost involved in managing and providing this information, which
will be met at the expense of delivering non-monetary benefits. We recommend these
requirements be omitted.

2. The point at which the declaration shall be made:

e Page5, line 4-8 (Research funding). It is unclear what constitutes research funding, and
whether this includes internal allocation of resources. To make the Implementing Act precise
and workable, it should be made clear that it refers only to grant-based research funding that
is received from third parties for specific projects. A part of work with genetic resources in
publicly funded institutions is realized with the institutions’ core funding, and a large

5
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proportion of staff may be engaged for small parts of their time (and not necessarily as a part
of a research project but, for example, as a routine identification process). Monitoring these
activities does not seem feasible, due to the high number of rather minor research activities.
This dilemma could be solved by clearly linking the declaration to receipts of third party-
based research funding associated with publicly funded institutions.

e In perhaps the majority of cases the specimens acquired by a CETAF member under a single
permit or equivalent will contain many — perhaps hundreds or even thousands — of different
species. In each such collections it is likely that the majority will not be ‘utilized’ under any
definition of that term, and that DNA sequencing may be done on subsets of the collection at
different times and by different people, sometimes, but not always for research purposes.
For such a collection how many declarations need to be made? We propose that, if it is
deemed that a declaration is required for DNA sequencing (but see General Remark) a single
declaration by the collection holding institution covering all specimens accessed under a
single permit or equivalent would be the most cost-effective, objective fitted and easily
managed.

e We note that Annexes A & B in point 7 relating to best practice, requires naming of
responsible persons inside institutions. We propose that such a responsible person in an
institution, where required and designated by the institution, be able to take the
responsibility for providing or authorising declarations, rather than requiring individual
researchers to make the declaration. Otherwise this could be extremely difficult to manage
since the researcher using the genetic resource might not be the same individual who
accessed the GR in the first place. We therefore suggest adjusting the respective wording in
the declaration form, e.g. in Annex A, 3(a) (change “my access...” to “the access ...”) or in
Annex A, page 3, footnote 1: (change to “Signature of the recipient of funding or responsible
individual within the research institution”).

If these concerns are neglected, it seems likely that efforts and costs caused by the reporting
requirements as currently drafted will fall on respective national authorities in charge of monitoring
compliance and on publicly-funded non-commercial research organizations, while commercial
organisations developing products largely remain unaffected.

Comments on Implementing Act for Article 7(2)

(Due diligence declaration at the stage of final development of a product)
From the wording of Article 7(2), as well as the headline of Annex C and D, it is clear that this
declaration has to be made only at the stage of final development of a product. Therefore we do not
believe it to be relevant for basic research, which is per se not targeted at or engaged in the
development of products or applications.

However, the triggers for notification in point 3 (d) + (e) in Annex C and D suggest that basic research,
not leading to any commercial product, is also covered.

A report is required when “the result of the utilization is” “placed on the Union Market” or “sold or in
any other form transferred to a natural or legal person” inside or outside the Union. The result of

non-commercial taxonomic and systematic research is generally a widely-distributed scientific paper
and, in the case of research involving DNA sequencing, the sequence data being uploaded to a public
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database such as that operated by European Molecular Biology Laboratory (EMBL). If this is planned
to trigger a reporting requirement it may be helpful to consider that a research paper may report on
the sequencing of genes from hundreds of specimens collected under hundreds of permits. For
example, a recent (not atypical) paper involved genomic sequencing of 103 insect species, almost
certainly each from different collecting events and thus potentially representing 103 different
permits. The research result was a phylogeny of insects. This paper was a genomics paper; the Web
of Science on a fairly simple search returns more than 2,000 non-human genomics papers annually,
and widening the search to ‘DNA’ it retrieves nearly 40,000 annually. Some will be based on single
species, others on multiple species. It can be anticipated that over time an increasing proportion of
genetic resources sampled for such papers will be from Parties to the Nagoya Protocol. We believe
that should reports be required for all separately-accessed specimens it would create a significant
impediment to the research (delivery of non-monetary benefits) and create management problems
for the Checkpoints concerned, which globally may become almost unsurmountable barriers for
most of CETAF members.

To avoid potential ambiguity, we propose to change the wording as follows:

e Annex C3(d) + (e) as well as Annex D 3(d) + (e):
exchange “the result of the utilization is sold...” by “the result of commercial utilization is
sold...”

Furthermore, the guidance documents should make clear that lines 30-33 on page 5 are relevant only
in the context of final product development and explicitly exclude any distribution of data on GR for
scientific analysis.

Comments on Implementing Act for Article 8 (Best Practices)

CETAF, as the unique pan-European Consortium of collections-based publicly funded institutions
devoted to non-commercial-fundamental research on biodiversity, seeks to apply and receive
recognition to its Best Practice that will facilitate the implementation by our Members of the basic
Regulation on ABS. However, we are concerned how CETAF could meet the requirements outlined in
the discussion paper.

In particular, the importance of the overseeing function of the association applying for recognition of
Best Practices seems to be overstretched. The ‘oversight of the procedures, tools or mechanisms’
(Discussion paper, page 7, line 31) can only be of an advisory nature (including guidance, training and
practical support for member institutions). CETAF is not an agency setting standards that members
are legally required to abide with, but, as many others, a voluntary association of organisations that
are seeking to improve their performance and work together. Only the individual institutions
themselves can establish management systems that ensure the implementation of Best Practices. Or
is it really intended that only individual institutions could apply under Article 8 of the basic
Regulation? This would, in our opinion, not fulfil the original target of that Article. We, therefore,
recommend application of realistic requirements for the recognition of Best Practices. If Best
Practices are to be an umbrella for users from different institutions, the application should be
explicitly referred to the legal person entitled to represent the membership of the association. In the
case of the pan-European organization CETAF, the secretariat is based in Belgium, we understand
that it would be appropriate for the Secretariat to submit the Best Practice on behalf of all members

7
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rather than all 58 members to submit the same document individually, and we would appreciate
confirmation on that respect.

This concern refers especially to yet unclear responsibilities on European vs. national level and issues
resulting from the list of ‘supporting information’ (Discussion paper, page 7/line 36 to page 8/line 6).
In case of subcontracted tasks, e.g. DNA sequencing outsourced to commercial sequencing facilities,
it is practically impossible to provide evidence that subcontractors meet relevant requirements as
internal procedures of contracted companies are outside direct access and thus cannot be
evidenced. To avoid compliance issues, we therefore strongly recommend the following changes:

e Discussion paper, page 7, line 38-39: Exchange “description of these tasks and evidence that
all subcontractors meet the relevant requirements listed” by “description of these tasks and
provisions that all subcontractors meet the relevant requirements listed”.

Final request
We therefore express the urgent need for:

e adefinite clarification of terms

e adefinition of measures and protocols under a cost-effective and objective-driven approach

e taking into account the performance of research institutions when doing basic research (neither
applied research nor development)

e avoiding unreasonable, unaffordable and unfeasible additional burdens that will not contribute
or enhance the way to attain the ultimate objective of the basic Regulation

And all this at the light of maintaining the shared aim of promoting research and contributing to
sustainable use of biological resources.
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Annex A

Template for a declaration to be submitted by recipients of funding in accordance with
Article 7(1) of the basic Regulation for the utilisation of genetic resources

Part A — Information to be submitted to the ABS Clearing-House (in accordance with
Article 7(3) of the basic Regulation)

1. fl"itle of the funded project:]

2. Recipient(s) of funding including contact details:
Name:

Address:

E-mail:

Telephone:

Website (where available):

3. Information on exercise of due diligence:

(a) [C] An internationally recognised certificate of compliance was issued for my access to
the genetic resource:

Unique identifier of the internationally recognised certificate of compliance:
or
(b) [] The Plant genetic resource for food and agriculture (PGRFA), not contained in
Annex [ of the International Treaty on Plant Genetic Resources (ITPGRFA) was
acquired subject to the terms and conditions of the standard material transfer agreement
(sMTA) for the purposes set out under the ITPGRFA
Identifier of the standard material transfer agreement, where available:
Date of the standard material transfer agreement, where available:
or
(c) [C] The genetic resource was obtained from a registered collection
Name of the collection:
Registration code of the collection:

Date of obtaining the genetic resource:

Unique identifier of the genetic resource issued by the registered collection, where available:

(d) Where points (a), (b) and (c) do not apply, please fill in the following information:
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Comment [A1]: Must be kept Confidential as
cosmetic industry is very competitive




If the information provided is confidential, please provide the information nonetheless, but tick
the respective box to mark it, and provide the justification for confidentiality.

(i) Date of access:
[] Confidential
(i1) Place of access:

[] Confidential

(iii) Person or entity who granted prior informed consent:

Comment [A2]: If PIC is not required : other
answer possible : No PIC

[] Confidential

{ Comment [A3]: If PIC is not required : other }

(iv) Unique identifier of access permit, where available: v oS 1 N PIE

[] Confidential
(v) Are you subject to mutually agreed terms?  Yes [ No []
(vi) Description of the genetic resource utilised or unique identifier, where available:

[] Confidential

(vii) The [source| from which the genetic resource was directly obtained:

Comment [A4]: What does that mean? Different
point VI?

{ Comment [A5]: Too early to answer this }

(viii) H-Iave you passed on the genetic resources further?‘ information at his stage.

Yes [] No []

If 'Yes' was selected, please indicate the name of the subsequent user:

[] Confidential

Part B — Information provided under this part will not to be submitted to the ABS
Clearing-House

4. Is the research project being funded by private and/or public sources?

Private [] Public [_]

5. lAre there any restrictions in the mutually agreed terms limiting the possible utilisation
of the genetic resource(s), e.g. non-commerecial utilisation only? l Comment [A6]: If there is no MAT, other answer

possible : No MAT.
Yes [] No []

6. Have rights and obligations relating to access and benefit sharing including rights and
obligations regarding subsequent applications and commercialisation been agreed in
the mutually agreed terms?
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Yes[] No []

7. Are you implementing a best practice recognised under Article 8 of Regulation (EU) No
511/2014? (optional)

Yes [] No []

If yes, registration number of the recognised best practice:

If you have declared above, that some information is confidential, please state the reasons for
each piece of information for which you have declared confidentiality applies:

Date:
Place:

Signature':

' Signature of the recipient of funding.
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Annex [B‘
Template for a declaration to be submitted by recipients of funding in accordance with

Article 7(1) of the basic Regulation for the utilisation of traditional knowledge associated
with genetic resources

Part A — Information to be submitted to the ABS Clearing-House (in accordance with
Article 7(3) of the basic Regulation)

Are you at the same time submitting a declaration for the utilisation of genetic resource(s)
for the same activity (Annex A)?

Yes [ ] No []

Please note:

If 'Yes' was selected, please only fill in the below information where it differs from the one
declared for the utilisation of genetic resource(s) for the same activity (Annex A).

Otherwise you are declaring by choosing 'Yes' that the information declared for the utilisation of
genetic resource(s) for the same activity (Annex A) is identical for the utilisation of traditional
knowledge associated with genetic resources.

If 'Yes' was selected, both declarations shall be submitted jointly.

If 'No' was selected, please fill in and submit only this declaration.

1. Title of the funded project:

2. Recipient(s) of funding including contact details:
Name:

Address:

E-mail:

Telephone:

Website (where available):

3. Information on exercise of due diligence:

(a) [] An internationally recognized certificate of compliance was issued for my access to
the traditional knowledge associated with genetic resources:

Unique identifier of the internationally recognized certificate of compliance:
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(b) Where point (a) does not apply, please fill in the following information:

If the information provided is confidential, please provide the information nonetheless, but tick
the respective box to mark it, and provide the justification for confidentiality.

(i) Date of access:
[] Confidential

(i1) Place of access:
[] Confidential

(iii) Person or entity who granted prior informed consent / gave its approval:
[] Confidential

(iv) Unique identifier of access permit, where available:
[] Confidential

(v) Are you subject to mutually agreed terms?

Yes [] No []

(vi) Description of the traditional knowledge associated with genetic resources according to the
mutually agreed terms or unique identifier, where available:

[] Confidential

(vii) The source from which the traditional knowledge associated with genetic resources was
directly obtained:

[] Confidential

(viii) Have you passed on the traditional knowledge associated with genetic resources further?

Yes [] No[]

If 'Yes' was selected, please indicate the name of the subsequent user:

[] Confidential

Part B — Information provided under this part will not to be submitted to the ABS
Clearing-House

4. Is the research project being funded by private and/or public sources?
Private [ Public []
5
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Are there any restrictions in the mutually agreed terms limiting the possible
utilisation of the traditional knowledge associated with genetic resources, e.g. non-
commercial utilisation only?

Yes [] No []

Have rights and obligations relating to access and benefit sharing including rights
and obligations regarding subsequent applications and commercialisation been
agreed in the mutually agreed terms?

Yes [] No []

Are you implementing a best practice recognised under Article 8 of Regulation
(EU) No 511/2014 (optional)?

Yes [] No []

If yes, registration number of the recognised best practice:

If you have declared above, that some information is confidential, please state the reasons for
each piece of information for which you have declared confidentiality applies:

Date:

Place:

Signature®:

Signature of the recipient of funding.
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Annex C
Template for declaration to be submitted at the stage of final development of a product
developed via the utilisation of genetic resources in accordance with Article 7(2) of the basic

Regulation

Part A — Information to be submitted to the ABS Clearing-House (in accordance with
Article 7(3) of the basic Regulation)

1. Name of the product / description of the result of the utilisation:

2. Contact details of the user:

Name:
Address:
E-mail:
Telephone:

Website (where available):

3. I am making the declaration on the occasion of the following event, please tick one of the
following boxes:

[](a) market approval is sought for a product developed via the utilisation of genetic resources
and/or traditional knowledge associated with genetic resources;

[] (b) a notification required prior to placing for the first time on the Union market is made for
a product developed via the utilisation of genetic resources and/or traditional knowledge
associated with genetic resources;

[J(c) the placing for the first time on the Union market a product developed via the utilisation
of genetic resources and/or traditional knowledge associated with genetic resources, for which no
market approval or notification is required,;

] (d) the h’esult of the utilisation ﬁs sold or in any other form transferred to a natural or legal
person within the Union in order for that person to carry out one of the activities referred to in
points (a), (b) and (c);

[J(e) the result of the utilisation is sold or in any other form transferred to a natural or legal
person outside the Union.

and, where relevant, please tick:

[[] The utilisation has taken place outside the Union.

4. Information on exercise of due diligence:

(a) [J An internationally recognised certificate of compliance was issued for my access to
the genetic resource:
Unique identifier of the internationally recognised certificate of compliance:

7
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or

(b) [] The Plant genetic resource for food and agriculture (PGRFA), not contained in
Annex [ of the International Treaty on Plant Genetic Resources (ITPGRFA) was
acquired subject to the terms and conditions of the standard material transfer agreement
(sMTA) for the purposes set out under the ITPGRFA

Identifier of the standard material transfer agreement, where available:
Date of the standard material transfer agreement, where available:
or
() [[] The genetic resource was obtained from a registered collection
Name of the collection:
Registration code of the collection:
Date of obtaining the genetic resource:

Unique identifier of the genetic resource issued by the registered collection, where available:

(d) Where points (a), (b) and (c¢) do not apply, please fill in the following information:

If the information provided is confidential, please provide the information nonetheless, but tick
the respective box to mark it, and provide the justification for confidentiality.

(i) Date of access:

[] Confidential

(ii) Place of access:
[] Confidential

{ Comment [A9]: If PIC is not required : other

(iiii) Person or entity who granted prior informed consent: | e —— N

[] Confidential

(iv) Unique identifier of access permit, where available : |

Comment [A10]: If PIC is not required : other
answer possible : No PIC

[] Confidential

(v) Are you subject to mutually agreed terms? ~ Yes [] No []

(vi) Description of the genetic resource utilised or unique identifier, where available:

[] Confidential

(vii) The source from which the genetic resource was directly obtained:
[] Confidential

(viii) Have you passed on the genetic resources further?
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Yes [ ] No []

If 'Yes' was selected, please indicate the name of the subsequent user:

[] Confidential

Part B — Information provided under this part will not to be submitted to the ABS
Clearing-House

5. Are there any restrictions in the mutually agreed terms limiting the possible utilisation of the
genetic resource(s), e.g. non-commercial utilisation only?

Yes [] No []

6. Have rights and obligations relating to access and benefit sharing including rights and
obligations regarding subsequent applications and commercialisation been agreed in the mutually
agreed terms?

Yes [] No []

7. Which category or categories and/or process describe your product best? (optional)
(a)  cosmetics J
(b)  pharmaceuticals
(¢)  food and beverage
(d)  biological control

(e)  plant breeding

Oooogoaod

(f)  animal breeding

(g) other, please specify:

8. Are you implementing a best practice recognised under Article 8 of Regulation (EU) No
511/2014? (optional)

Yes [ ] No []

If yes, registration number of the recognised best practice:

9. Was the development of the product subject to private and/or public funding? (optional)
Private [_] Public []
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If you have declared above, that some information is confidential, please state the reasons for
each piece of information for which you have declared confidentiality applies:

Date:
Place:

Signature™:

Signature of the person legally responsible for the stage of final development of a product.

10
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Comment [A11]: Annex D : same comments as
for Annex C

Annex h)]

Template for declaration to be submitted at the stage of final development of a product
developed via the utilisation of traditional knowledge associated with genetic resources in
accordance with Article 7(2) of the basic Regulation

Are you at the same time submitting a declaration for the utilisation of genetic resource(s)
for the same activity (Annex C)?

Yes [ ] No []

Please note:

If 'Yes' was selected, please only fill in the below information where it differs from the one
declared for the utilisation of genetic resource(s) for the same activity (Annex C).

Otherwise you are declaring by choosing 'Yes' that the information declared for the utilisation of
genetic resource(s) for the same activity (Annex C) is identical for the utilisation of traditional

knowledge associated with genetic resources.

If 'Yes' was selected, the both declarations shall be submitted jointly. If 'No' was selected, please
fill in and submit only this declaration.

Part A — Information to be submitted to the ABS Clearing-House (in accordance with
Article 7(3) of the basic Regulation)

1. Name of the product / description of the result of the utilisation:

2. Contact details of the user:

Name:
Address:
E-mail:
Telephone:

Website (where available):

3. I am making the declaration on the occasion of the following event, please tick one of the
following boxes:

[J (@) market approval is sought for a product developed via the utilisation of genetic resources
and/or traditional knowledge associated with genetic resources;
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[] (b) a notification required prior to placing for the first time on the Union market is made for
a product developed via the utilisation of genetic resources and/or traditional knowledge
associated with genetic resources;

[J () the placing for the first time on the Union market a product developed via the utilisation
of genetic resources and/or traditional knowledge associated with genetic resources, for which no
market approval or notification is required;

[ (d) the result of the utilisation is sold or in any other form transferred to a natural or legal
person within the Union in order for that person to carry out one of the activities referred to in
points (a), (b) and (c);

[ (e) the result of the utilisation is sold or in any other form transferred to a natural or legal
person outside the Union.

and, where relevant, please tick:
[[] The utilisation has taken place outside the Union.

4. Information on exercise of due diligence:

(a) [] An internationally recognized certificate of compliance was issued for my access to
the traditional knowledge associated with genetic resources:

Unique identifier of the internationally recognized certificate of compliance:
(b) Where point (a) does not apply, please fill in the following information:

If the information provided is confidential, please provide the information nonetheless, but tick
the respective box to mark it, and provide the justification for confidentiality.

(1) Date of access:

[] Confidential

(i) Place of access:

[] Confidential

(iii) Person or entity who granted prior informed consent / gave its approval:

[] Confidential

(iv) Unique identifier of access permit, where available:

[] Confidential

(v) Are you subject to mutually agreed terms? ~ Yes [ No []

(vi) Description of the traditional knowledge associated with genetic resources according to the
mutually agreed terms or unique identifier, where available:

[] Confidential

(vii) The source from which the traditional knowledge associated with genetic resources was
directly obtained:

— 289 —



[] Confidential

(viii) Have you passed on the traditional knowledge associated with genetic resources further?

Yes [] No []

If 'Yes' was selected, please indicate the name of the subsequent user:

[] Confidential

Part B — Information provided under this part will not to be submitted to the ABS
Clearing-House

5. Are there any restrictions in the mutually agreed terms limiting the possible utilisation
of the traditional knowledge associated with genetic resources, e.g. non-commercial
utilisation only?

Yes [] No []

6. Have rights and obligations relating to access and benefit sharing including rights and
obligations regarding subsequent applications and commercialisation been agreed in
the mutually agreed terms?

Yes [] No []

7. Which category or categories and/or process describe your product best? (optional)
(a) cosmetics [l
(b) pharmaceuticals
(c) food and beverage
(d) biological control

(e) plant breeding

Oo0oogao

® animal breeding

(2) other, please specify:

8. I am implementing a best practice recognised under Article 8 of Regulation (EU) No
511/2014? (optional)

Yes [] No []

If yes, registration number of the recognised best practice:
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9. Was the development of the product subject to private and/or public funding?
(optional)

Private [ Public []

If you have declared above, that some information is confidential, please state the reasons for
each piece of information for which you have declared confidentiality applies:

Date
Place:

Signature*:

Signature of the person legally responsible for the stage of final development of a product.

14
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EFLCL D

Stakeholder meeting of 9 December 2014
Draft implementing Act of the EU ABS Regulation n°511/2014

EFfCI Comments

EFfCI welcomes the Draft implementing act of the ABS Regulation EU n°511/2014 and
would like to share its practices and views with the Commission emphasizing that this market

is mainly operated by small and medium sized enterprises (SME).

Main comments concern Article 7 of the basic Regulation — monitoring user compliance.
This part seems to build on the approach “* one project - one genetic resource’’.
In the cosmetic raw material industry, research products normally involve several genetic

resources.

To market a raw material, suppliers perform research; generally, the first step is the screening.
The screening step is crucial and can include, for example, 100 samples of genetic resources;
generally, out of this total only 5 samples pass this step and the R&D activities as such start
after this.

For our industry, it would make sense to fill in annexes A and B after the screening phase and

not before because of the uncertainty of successful results as described above.

For annexes A and B when several genetic resources are part of a R&D project we propose to
have a flexible questionnaire (in form of a table) covering all information for all genetic
resources used to make an easier declaration and reduce unnecessary bureaucracy.

More detailed comments are directly included in annexes (Attachment).*

9 January 2015
Dr. Peter Ungeheuer Phone : +49-69-25 56 13 41
Secretary General E-mail : Ungeheuer@effci.com
Mainzer Landstrasse 55 Fax : +49-69-25 56 13 42
D - 60329 Frankfurt HTTP://WWW.EFFCL.COM

EFfCI Head Office: Avenue Louise 489, B-1050 Brussels ¢ EFfCI is registered as AISBL, No 0840.955.059 ¢ EFfCI-VAT number: BE 0840.955.059

* [CC D“COMMENTS” & [F] U
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Mrs Astrid SCHOMAKER

DG ENVIRONMENT

Head of Unit E2 “Global Sustainability, Trade and Multilateral Agreements”
Avenue de Beaulieu 5

1160 BRUSSELS

Sent by email

Ref: EM/67.081

9 January 2015

Dear Mrs Schomaker,

We would first like to thank the Commission for providing the stakeholders with a
discussion paper and organising a consultation meeting on 9 December 2014, where
EFPIA raised a number of issues. In response to your call for comments, you will find
attached a joint submission, which was prepared and co-signed by 6 users' associations,
including the European Federation of Pharmaceutical Industries and Associations.

These comments identify a number of challenges and areas of uncertainty, where legal
and practical clarifications are needed to provide legal certainty to all users. We would
like to highlight here a few of these points and make a couple of more specific remarks.

First, we think it is critical that sufficient legal certainty is provided to users as to the
implementation in practice of the Regulation. An appropriate balance must be stricken
between achieving the objectives of the Protocol and the regulatory burden put on users,
so as to not undermine the nature-based research opportunities.

To that purpose, and in particular to ensure the regulatory burden imposed on users is
minimised, we believe that the concept of research funding should be understood as
public research funding, so that users do not have to file multiple declarations.

As to the due diligence declaration to be filed at the stage of final development of a
product, we highlight in our comment a number of points which we believe require
clarification, some of which will need to be sector-specific. We would in this regard seek
clarification of whether clinical trials are to be understood as a product being placed on
the market (p. 6, . 30-34). As clinical trials are not undertaken in the course of a
commercial activity, we suggest that these should not be considered as placing a product
on the market. The due diligence declaration for a pharmaceutical product should
therefore be filed when applying for a marketing authorisation. Moreover, where an
application for a centralised marketing authorisation is filed, EFPIA suggests that a single

European Federation Leopold Plaza Building T +32 2626 25 55 TVA BE.418.762.559
of Pharmaceutical Industries Rue du Tréne 108 Boite 1 www.efpia.eu
and Associations B-1050 Bruxelles
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declaration should be made to the Competent Authority of the Member State where the
user has its main European headquarter (p.6, I. 3-4).

Finally, EFPIA believes that no declaration should be made where the utilisation of a
genetic resource has taken place outside of the Union (p.6, |. 24-25 and p.2, |. 14-16).
The Regulation should not apply in cases where a product is marketed in the EU whereas
utilisation of a genetic resource, i.e. research and development, has taken place outside
the EU, even if the product is manufactured in the EU. Indeed, according to its Article 1,
the Regulation establishes rules governing compliance “in accordance with the provisions
of the Nagoya Protocol”, which provides that Parties are only competent to establish
compliance measures regarding “genetic resources utilised within its jurisdiction” (Article
15).

Moreover, Implementing Acts shall be adopted by the Commission only “to establish the
procedures for implementing paragraphs 1, 2 and 3” of Article 7. An Implementing Act of
the European Commission cannot extend the scope of a Regulation of the European
Parliament and of the Council to include something (i.e. “utilisation outside of the Union”)
that is not included at all in Chapter | “Subject matter, Scope and definitions” of that
Regulation. Also, the title of the Regulation, i.e. “Regulation [...] 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 Utilization in the Union”, clearly indicates
that “utilisation outside of the Union” is out of the Regulation’s scope. There is therefore
no legal basis to extend the geographical scope of the basic Regulation (p.6, I. 24-25).

We remain at your disposal to elaborate or explain any of the comment we made and
would urge the Commission to keep involving the various stakeholders and critically,
users, throughout the implementation process.

Yours sincerely,

Elise Melon
Manager Intellectual Property & Trade

Encl.: Joint Comments on Implementing Acts.*

Fédération Européenne Leopold Plaza Building T +32 2626 25 55 TVA BE.418.762.559
d’Associations et d'Industries Rue du Tréne 108 Boite 1 F +32 2 626 25 66
Pharmaceutiques B-1050 Bruxelles www.efpia.eu

* ICC O“COMMENTS” & [7] U

— 294 —



INTERNATIONAL
CHAMBER
OF COMMERCE

IMPLEMENTING ACTS / REGULATION (EU) NO. 511/2014 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 UTILISATION IN THE UNION

ICC would like to express its support for the points made in the attached joint comments by
several associations representing business users in different sectors dated 9 January 2015.

The evolution of the EU ABS Regulation is being closely watched by many countries which
see it as a possible model for their own user compliance regimes.

It is therefore of key importance for the international system to ensure that the resulting
system is workable and practical for users on the ground.

It will also be essential to consider how the user compliance elements of the Regulation will
articulate with access regimes around the world which are developing with different
standards and requirements.

We therefore strongly encourage the Commission to carefully consider how the system can
be calibrated to address all the points raised by users on the Discussion Paper as well as on
other aspects of the Regulation.

We appreciate and greatly support the consultation process that the Commission is
undertaking and urge it to continue its dialogue with stakeholders.

19 January 2015

Attached: Joint comments by AESGP, Cosmetics Europe, EFPIA, EuropaBio, ESA and
Zentralverband Gartenbau e.V. ( 9 January 2015)

33-43 avenue du Président Wilson, 75116 Paris, France
T +33(0)14953 2828 F +33 (0)1 495329 42
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9 January 2014

COMMENTS

IMPLEMENTING ACTS / REGULATION (EU) No. 511/2014 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 UTILISATION IN THE UNION

Introductory remarks

The above organisations, representing thousands of companies across different industry
sectors, from SMEs to multinationals, fully support the objectives of the Convention on
Biological Diversity (“CBD”) and of the Nagoya Protocol on Access to Genetic Resources and
the Fair and Equitable Sharing of Benefits Arising from their Utilisation (“Protocol”) and
therefore welcomes its implementation in the EU. We however believe that a number of
challenges and areas of uncertainty remain and currently prevent an effective, consistent and
beneficial implementation of this Regulation, including with regards to the burden and costs of
such implementation. The Implementing Acts foreseen for articles 5, 7 and 8 should address
some of these issues and provide the necessary legal and practical clarification in their
regard.

A broad range of actors in the Union, including both non-commercial and commercial entities,
utilise genetic resources, i.e. conduct research and development on the genetic and/or
biochemical composition in the development of new products. It is therefore critical to set out a
clear and sound framework for implementing the Regulation, which would not undermine the
opportunities available and rather support the conduct of research & development activities on
genetic resources in the EU. To that purpose, sufficient legal certainty must be provided to the
different users as to the application in practice of the Regulation. Further, the Regulation must
be implemented so as to strike an appropriate balance between the objectives of the Protocol
and the burden put on users.

We therefore outline in the following paper a number of points which we consider should be
addressed and/or clarified in the Implementing Acts based on the Discussion Paper circulated
for the Stakeholders Meeting of 9 December 2014 as well as in its annexes so as to ensure an
effective and balanced implementation of the EU Regulation.
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To achieve this objective, we stand ready to continue this dialogue and to further support the
Commission in developing these Implementing Acts. We urge the Commission to keep on
involving stakeholders throughout the process of drafting these Acts.

We will separately provide a paper describing other aspects of the Regulation on which
guidance is sought so as to enable the Regulation to achieve its objectives.

VOLUNTARY TOOLS TO ASSIST COMPLIANCE

Articles 5 and 8 of the basic Regulation provide for voluntary tools to assist users in complying
with their due diligence obligation, i.e. registered collections and best practices. We overall
support these concepts, which should allow users to be compliant with the Regulation
requirements at a limited burden and cost.

REGISTERED COLLECTIONS (Article 5)

The concept of registered collection poses a number of legal and practical challenges, which
collections are more competent to discuss. We would only flag the importance to make this
option practical and meaningful for collections and for users. The requirements imposed on
collections to be registered should not be so burdensome so as to dis-incentivise or even
make it impossible for any collection to be registered. Furthermore, the conditions should
remain attractive also for users of such collections.

BEST PRACTICES (Article 8)

We support the concept of best practices, which we believe will foster sectoral compliance.
The procedure laid out for the recognition of best practices should however be accessible and
flexible enough so as not to exclude any association of users of involved sectors. We note that
the basic Regulation defines best practices as “a combination of procedures, tools or
mechanisms” which “enables that user to comply with its obligations”. To that purpose,
overseeing functions should be understood as a guiding rather than monitoring function.

In this respect, we are concerned with the definition in the Regulation (Article 3.10) of
‘association of users’, which refers to overseeing functions and how these latter seem to be
characterised in the Discussion Paper. We believe that it is likely that few associations of
users have powers to oversee the activities of their members. We understand the nature and
extent of these functions is not to be addressed in the Implementing Acts and should as a
consequence be clarified in the Guidance document to be adopted by the Commission. In
order for this Article to be effective, we therefore believe that the concept of overseeing
function should be widely construed and critically should not require any in-house monitoring
function from users’ associations.

We suggest that the Implementing Acts precisely define the different steps of the procedure
and the timelines associated with each step. In particular, the Commission should have to
make its decision to grant recognition as best practice within a defined timeframe. Besides, in
cases where a “Best Practice” is not recognized or withdrawn, the Implementing Act should
explicitly mention that the Commission has the duty to motivate its decision and should also
explicitly refer to the possibility to appeal the decision of the Commission (p. 8, I. 29).

In addition, we note that “other interested parties” are also entitled to adopt best practices,
provided they have a legitimate interest in the subject matter of the basic Regulation or they
access, collect, transfer or commercialise genetic resources (p. 7, |. 18-21). We are concerned
that the first condition is too vague and suggest that both criteria are cumulative. In addition,
any interested party should be representative of the sector for which it intends to adopt best
practices.
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Finally, we believe that what constitutes “any changes or updates” to a best practice needs to
be clarified, so as not to create a notification burden for both users’ associations and nor a
flow of irrelevant notifications to the Commission. Similarly, with regard to potential
deficiencies in best practices (p.9, I. 11), we think it is of key importance that the Commission
only act upon information if it is ‘substantiated’ information. If any type of information can
trigger revisions, whether or not substantiated or supported by evidence, the concept of best
practices would be undermined and the administration for Competent Authorities, the
Commission and applicants would become very burdensome.

MONITORING USER COMPLIANCE (Article 7)

Article 7 provides for two different checkpoints in time at which the declaration of due diligence
should be submitted: at the stage of research funding (§1) and at the stage of final
development (§2).

We would like to flag a few areas where clarification of the implementing acts would be
needed.

Due diligence declaration at the stage of research funding (para. 1)

The Commission’s Proposal did only refer to public research funding and therefore implied
that each user would only be likely to make one declaration depending on the academic or
commercial nature of its activities: either at the stage of research funding or at the stage of
commercialisation. The consequences of the current Regulation are relatively unclear, as any
entity — be it a public institution or a private company — may be considered as a “recipient of
research funding”. To ensure the scope of paragraph 1 is fully understood by users, we
believe that the concept of “research funding” should be further clarified.

The Discussion Paper assumes that private funding is within the scope of Article 7, rather than
only public funding. The Implementing Acts explicitly acknowledge the burden represented by
the filing of a declaration and provide that it should only have to be done once. Extending the
scope of the requirement to private funding significantly increases the regulatory burden
imposed by the Regulation. We believe that the Implementing Acts should restrict the
applicability of paragraph 1 to recipients of public research funding.

Should the Commission however decide otherwise, we believe that the Implementing Act
should clarify the nature of private funding which is to be captured in the scope of this
paragraph, especially to clarify that intra-company financing schemes are not meant to be
included.

We welcome the precision as to which national authority should receive the declaration and
that such declarations only concern funding for research activities involving genetic resources.

Due diligence declaration at the stage of final development of a product (para. 2)

Competent authorities monitor users’ compliance relying on the provision by the latter of a
declaration of compliance “at the stage of final development of a product developed via the
utilization of genetic resources” as far as commercial entities are concerned, which stage shall
be defined by the Commission for different sectors in the Implementing Acts to be adopted as
explicitly provided by Article 7.6 of the Regulation.

First, a declaration should only be made for products developed by utilising genetic resources
within the scope of the Regulation. The burden of proving that the Regulation applies to a
particular genetic resource should lie with the enforcing authority; it is not for any party utilising
the genetic resource to prove that it does not apply.
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The Implementing Acts should also define which authority is competent in different scenarios.
For cases where the declaration is to be filed upon application for a marketing authorization,
the Implementing Acts should also foresee simplified declaration procedures depending on
the different sectorial regulatory procedures, for instance when a centralised marketing
authorisation is sought for a product or where a product is to be placed on several markets. A
criterion to designate only one competent authority in such situations should be identified.
(p.6, 1.3-4)

We appreciate the Commission’s intention to clarify the definition of “placing on the Union
market” but we think this notion requires further clarification by the Commission, especially
since different sectors all face very different situations. Various cases in every sector should
therefore be carefully assessed.

Finally, the basic Regulation alternatively uses “product deriving from the utilisation of a
genetic resource” or “product developed via the utilisation of genetic resources”. It is therefore
critical that guidance is provided to establish a common understanding and define the exact
nexus required between the final product and the genetic resource. We suggest that the
minimum link required between a genetic resource and a product to justify a declaration needs
to be clarified, as well as the difference between “product deriving from the utilisation of a
genetic resource” or “product developed via the utilisation of genetic resources”.

Signatories:

AESGP - Association of the European Self-Medication Industry

Cosmetics Europe — The Personal Care Association

EFPIA — European Federation of Pharmaceutical Industries and Associations
EuropaBio — The European Association for Bioindustries

ESA — European Seeds Association

Zentralverband Gartenbau e.V.- German Horticultural Association
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Discussion document on the Implementing Act - Comments from RBG, Kew, UK

The Royal Botanic Gardens, Kew, UK is a botanical garden with global and historic plant collections
dating back 255 years. Kew’s collections include approximately 7 million dried plant specimens, a
living collection of over 19,000 plant species, 1.25 million dried fungi specimens, 150,000 slides
detailing plant micro-traits, the world’s largest wild plant DNA bank and genome size database and
two billion seeds in the MSB, in addition to many other smaller collections and databases.

Kew is active in over 70 different countries and the fieldwork and sharing of information Kew
undertakes in order to achieve its scientific objectives is dependent on working in partnerships. The
agreements Kew has with partners ensure Kew works according to national and international laws
and priorities. Kew has hundreds of scientific visitors to its collections each year, and tens of
thousands use its online database resources.

We note that Article 8a of the Nagoya Protocol states that “In the development and implementation
of its ... regulatory requirements, each Party shall: (a) Create conditions to promote and encourage
research which contributes to the conservation and sustainable use of biological diversity,
particularly in developing countries, including through simplified measures on access for non-
commercial research purposes, taking into account the need to address a change of intent for such
research”.

In order to encourage regulation that supports and encourages the crucial conservation research we
do, we have the following comments:

Voluntary Tools
e use of terminology ‘registering collections as suppliers of genetic resources’ be amended to
‘holders of genetic resources’.

Monitoring user compliance

e Need clarification on what constitutes ‘utilisation of genetic resources’ within the Regulation
to adequately fulfil due diligence requirements e.g. — what is research funding involving
utilisation?

e Very unclear where the trigger for due diligence declaration should be in the chain of
utilisation. Need more clarity here.

e How would EU enforce due diligence declaration being made when product development
takes place outside the Union? Surely this is out of scope of the Regulation.

Register of Collections

e (Can Collections apply to be Registered collections if the MS in which they are located is not a
Party to NP?

e Where only part of a collection is included in a register this is likely to be due to date of
access of genetic resources in the collection (post NP), appropriate documentation, and
potential for utilisation

e Kew’s current position is that we will only consider applying for collections/part of
collections to be Registered if the genetic material in that collection is: collected post NP,
sufficiently well documented to fulfil A5 requirements, and for which there is a business
case for establishing a RC (i.e. any collections for which we expect or want to encourage
commercial users).

A7 — monitoring user compliance
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DDD at research funding stage

Two key issues remain unclear: what is utilisation and what activities should trigger the declaration?
and, when should the declaration be made - when the funding is received? When the genetic
resource is accessed? Or utilised? These stages may happen at different locations/institutions and
involving different parties (and Parties).

e First due diligence declaration to be made ‘upon first receipt of research funding by the
recipients of research funding involving the utilisation of GR and/or TK'. If the GR have not
yet been obtained then the declaration should be made ‘at the latest when the recipient of
research funding .... has obtained the GR and or TK’.

e The trigger is very unclear. Is it on receipt of the funding? What if there are a variety of
funding sources for one project? Is it when GR is obtained (and what does this mean —
collection? Arrival at institution?). What does research funding mean? Again, clarity is
needed on the definition of utilisation of GR and/or TK to make this workable.

e What is the due diligence duty when no utilisation (r and d) is expected in the period of
research funding, but there is a likelihood/possibility/potential of future utilisation by a third
party user?

o Applicability of Regulations to Union funded research that takes place outside the Union is
beyond scope and unenforceable

DDD at stage of final development of product
e What does ‘product developed via utilisation’ cover? Could this be a publication?
e In (d) what might ‘the result of utilisation is sold or in any other form transferred’ cover?
Could this cover DNA barcodes? If so then this DDD will be very arduous to fulfil.
e Where utilisation takes place outside the Union this is not in scope of Regulations.

Application of recognition of best practices
e Do all members need to send CVs? This would be unworkable and unenforceable. Surely just
head/executive?
Deficiency of best practice
e Associations of users may not have authority to deal with non compliance with best practice

(which, by their nature, are usually voluntary). This duty should be carried out by CA.

9 January 2015
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Personal Care g Products Council
' Committed to Safety,

Quality & Innovation

January 9, 2015
SUBMITTED ELECTRONICALLY
European Commission
DG Environment and Natural Resources
ENV-E2-NAGOYA-ABS@ec.curopa.cu
ATTN: Anne Delvaux, Assistant Policy Officer ABS, EUTR, and FLEGT

Re: Comments Regarding the Commission’s ‘Discussion Paper for the
Stakeholder Meeting of 9 December 2014’

In response to the Commission’s call for stakeholder comments and on behalf of its
member companies, the Personal Care Products Council (“PCPC”) hereby submits comments
regarding certain aspects of the European Commission’s (“Commission’) “Discussion Paper for
the Stakeholder Meeting of 9 December 2014 (“Discussion Paper”) on which PCPC and its
members seek additional clarity. PCPC also welcomes this opportunity to provide comments
regarding additional issues on which its members seek additional guidance from the Commission
with respect to the implementation of the European Union’s Regulation No. 511/2014 (“ABS
Regulation”), whether in the form of the Implementing Act, a guidance document, or a
recommendation.

PCPC is the leading U.S. trade association for the cosmetic and personal care products
industry, representing more than 600 member companies. @ PCPC members include
manufacturers and distributors of finished products, as well as suppliers of ingredients, raw
materials, packaging, and other services used in the production and marketing of finished
personal care products. PCPC member companies are actively engaged in providing consumers
with safe, innovative, and high quality cosmetic and personal care products in the United States
and globally. The U.S. cosmetic industry has an estimated $60 billion in annual retail sales, and
employs 8.5 million people, directly and indirectly, in the United States. Over 90 percent of
cosmetic companies are small businesses that have 50 or fewer employees.

Given our members’ global footprint, PCPC has been closely following and engaged in
developments related to access and benefit sharing (“ABS”) and corresponding protection of
genetic resources (“GR”) for years. PCPC was an active stakeholder throughout the negotiations
of the Nagoya Protocol (“Protocol”) and has been subsequently working closely with individual
governments as they seek to implement the Protocol’s commitments. In that context, PCPC, in
coordination with its sister association Cosmetics Europe, has been engaged from the beginning
in the EU’s development of its ABS Regulation.

In that context, PCPC welcomes this opportunity to provide comments to the
Commission regarding its implementation of the ABS Regulation. We also encourage the

1620 L Street, N.W., Suite 1200| Washington, D.C. 20036| 202.331.1770| 202.331.1969 (fax) | www.personalcarecouncil.org
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Commission to notify this regulation and the implementation Act to the World Trade
Organization (WTO) TBT notification body, so other impacted industries and governments can
provide the Commission their views on how these changes will impact trade with the EU.

Per our comments, Section I below contains specific comments on the Discussion Paper
and associated annexes. Section II contains additional comments regarding the ABS Regulation
for the Commission’s potential consideration in the Implementing Act or a future guidance
document.

1. Comments on the Draft Discussion Paper

The following represent PCPC’s specific comments on the Commission’s proposed
Discussion Paper.

A. Clarification that the Declarations Only Apply to In-Scope GR

The declaration requirement should only apply to products developed via the utilization
of genetic resources that are within the scope of the ABS Regulation. The ABS Regulation’s
declaration requirement provides in full:

(2) At the stage of final development of a product developed via the utilization of
genetic resources or traditional knowledge associated with such resources, users
shall declare to the competent authorities referred to in Article 6(1) that they have
fulfilled the obligations under Article 4 and shall simultaneously submit:

(a) the relevant information from the internationally recognized certificate
of compliance; or

(b) the related information as referred to in Article 4(3)(b)(i)-(v) and
Article 4(5), including information that mutually agreed terms were
established, where applicable.

Users shall further provide evidence to the competent authority upon request.

ABS Regulation, Art. 7(2). The ABS Regulation applies only “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.” Id. at Art. 2(1). Access
refers only to acquisition of genetic resources or associated traditional knowledge “in a party to
the Nagoya Protocol.” Id. at Art. 3(3).

Thus, the ABS Regulation does not apply to genetic resources that were accessed: (a) in
states that are not parties to the Nagoya Protocol, (b) before October 12, 2014 (the date on which
the Protocol entered into force for the Union, or (¢) in areas not subject to the sovereign rights of
states (e.g., Antarctica, or marine areas beyond national jurisdiction).

The Discussion Paper and associated annexes are not however limited to products

developed via the utilization of genetic resources that are within the scope of the ABS
Regulation. The Discussion Paper indicates only that a declaration “will have to be made” when
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any of five events occurs. Annex C provides no option for declaring that the product is out-of-
scope.

This concern was raised to the Commission in person during the December 9, 2014
stakeholder session and PCPC understands that the Commission acknowledged that the
declaration requirement is to apply only to in-scope GR. PCPC therefore respectfully requests
that the Implementing Act contain an affirmative statement that indicates that the requirement
does not apply to products developed via out-of-scope GR to which companies can refer when
placing products on the EU market.

B. Preservation of Confidentiality for Intermediate Suppliers

Second, PCPC requests the Commission’s consideration of potential mechanisms to help
preserve supply chain confidentiality. Supply chains within the cosmetics and personal care
industries are usually long and involve a large number of actors. Often, one entity will conduct
the access, provide a GR to a second company for R&D, the results of which will then be
provided to a third company for incorporation into a component (e.g., a fragrance), which will be
utilized by a fourth company in a final product, which may be sold by a fifth company.

These supply chains are often confidential. A company will of course know the identity
of its immediate supplier and customer. Its suppliers will however often guard their own supply
chains as confidential. Intermediate suppliers do not want to divulge their own suppliers and/or
the entity from which they accessed the GR, out of a concern that the ultimate customer will
subsequently begin transacting directly with the initial source, cutting the intermediate supplier
out of the chain.

As drafted, the Commission’s proposed declaration requirement would divulge the
contents of this chain. Specifically, Annex C, Part (A)(4)(d) requires identification of the entity
providing prior informed consent as well as the place of access.

The ABS Regulation does recognize the need to protect confidentiality and provides that
it should be protected where relevant:

The competent authorities shall take due account of the respect of confidentiality
or commercial or industrial information where such confidentiality is provided for
by Union or national law to protect a legitimate economic interest, in particular
concerning the designation or the genetic resources and the designation of
utilization.

ABS Regulation, Art. 7(5).

The issue is that, as drafted, the draft Annexes only preserve one portion of the necessary
confidentiality. Draft Annex C does provide for confidentiality protection by allowing the entity
completing the declaration to check a box “Confidential” and to provide an associated
justification. The concern is that this only provides confidentiality from public release, it does
not ensure confidentiality along the supply chain.
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PCPC respectfully requests that the Commission consider implementing a mechanism
whereby the entity making the declaration (i.e., the entity placing the product on the EU market)
can rely upon certifications from its upstream suppliers regarding compliance with the ABS
Regulation, without requiring the upstream entity to divulge its suppliers and sources to the
downstream customer. To the extent the Commission still required that information to confirm
compliance with the ABS Regulation, the Commission could develop a mechanism for those
suppliers to provide that information directly to the Commission, preserving confidentiality from
their end-user customers.

PCPC’s members and their supply chains are firmly committed to complying with the
ABS Regulation and applicable national laws. PCPC offers this suggestion as a means to
promote that compliance along the supply chains without unnecessarily undermining the
legitimate economic interests of intermediate and upstream suppliers.

C. Only a Single Declaration Should Be Made

Third, PCPC submits that the Commission should consider a modification of how it
implements the notification requirement to leverage existing EU-wide systems within the
cosmetics sector rather than creating unnecessary additional burdens. The ABS Regulation
requires that users submit a declaration to the competent authorities of a Member State. The
Discussion Paper clarifies that the declarations are “to be made only once” and describes to
whom the declarations are to be made.

PCPC supports the Discussion Paper’s efforts to reduce administrative burdens by only
requiring that the declaration be submitted only once. PCPC submits that this aim could be
additionally furthered by creating a single portal through which notifications can be provided.
Most PCPC member companies will introduce products into numerous EU Member States at the
same or similar times. Having a central portal, or at a minimum having a simple process by
which a notification to a single Member State is quickly and efficiently disseminated to the other
members to ensure there is no delay in PCPC members’ ability to quickly introduce products to
market.

D. Limiting Extraterritorial Impact

Fourth, PCPC requests that the Commission reconsider its expansion of the ABS
Regulation declaration requirement to products developed outside the EU with non-EU genetic
resources solely on the basis of being ultimately imported into the EU. The ABS Regulation is
intended to implement the EU’s obligations under the Nagoya Protocol. Under the Protocol, the
EU is only obligated to:

[T]ake 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.
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Protocol, Art. 15. The focus is therefore on GR that are utilized within the EU. Article 7 of the
ABS Regulation should be interpreted in this light. The focus should thus be on GR that are
utilized within the EU, or at the most, products developed within in the EU based upon the
utilization of GR.

To the extent the Commission is concerned that EU-based users will now be subject to
different requirements than U.S.-based users as a result of the ABS Regulation, the ongoing
Trans-Atlantic Trade and Investment Partnership (“T-TIP”) negotiations would appear to provide
a forum in which to raise the concern. Expanding the scope to products developed outside the
EU, utilizing GR accessed outside of the EU, and on which R&D was conducted outside the EU
through implementation of the declaration requirement appears to go beyond the scope of the
intent of the ABS Regulation.

E. Only Stakeholders in the Supply Chain Should Provide Best Practices

Fifth, PCPC supports the comments made by other sectors at the December 9, 2014
stakeholder session that the Commission should only recognize best practice documents
developed and maintained by entities with some role in the sector’s supply chain. The EU
recognized that the ABS Regulation would apply differently to different sectors. Through the
due diligence requirement and the recognition of best practices, the EU also recognized that
users in different sectors would make different choices regarding “the tools and measures to
apply in order to exercise due diligence....” ABS Regulation, Preamble Para. 21.

The value of the best practice comes from the applicant’s familiarity with the nuances of
a sector and its suggestions regarding how the general requirements in the ABS Regulation can
be made to work within the structure of that sector.

The Discussion Paper however expands the universe of potential applicants. Specifically,
it provides that “other interested parties” must meet “at least one” of the following criteria:

(1) they have [sic] legitimate interest in the subject matter of the basic Regulation
(and provide the reasons for),

(2) they either access, collect, transfer, or commercialize genetic resources or
traditional knowledge associated with genetic resources, which must be further
detailed.

Discussion Paper, p. 8. Implicitly, the Commission is therefore indicating that it would grant
recognition of a best practice to an entity that was not using, accessing, collecting, transferring,
or commercializing GR, if that entity could demonstrate a legitimate interest. PCPC disagrees.
Broadening the universe of “interested parties” beyond the supply chain risks having unaffiliated
actors attempt to impose requirements on a sector without the requisite understanding of how
that sector operates.

PCPC respectfully submits that the Commission should require applicants to demonstrate

that they meet both requirements before it will recognize a best practice. Only entities that are
involved in some capacity in a sector’s supply chain — either through utilization, or through
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another stage from access to commercialization — have the requisite understanding of the sector
to implement and maintain a best practice.

Additionally, PCPC requests clarification regarding how the Commission intends to treat
the submission of more than one best practice covering a specific sector. For example, the
Commission could receive best practices from U.S. and EU associations with overlapping
memberships, from more than one specific sub-specialty within a sector, or from actors at
various stages within a supply chain. Will the Commission seek to reconcile these submissions
or will it consider granting recognition to more than one best practice that may overlap?

F. Process for Granting and Reviewing Best Practice Designations

Sixth, PCPC requests that the Commission clarify in the Implementing Act the
procedures by which it will consider requests for recognition of best practices. The ABS
Regulation provides only that the Commission is to make a determination based upon “evidence
and information provided pursuant to Paragraph 1 of this Article.” ABS Regulation, Art. 8(2).
The Discussion Paper goes further and provides a list of information the Commission will
require from any association of users seeking recognition as a best practice.

Beyond several comments regarding timing and the role of the Member States in the
review, the Discussion Paper does not however provide additional clarity regarding how the
Commission will make its determination. The Discussion Paper notes only that the Commission
can seek additional information or documents from the applicant if needed “to carry out the
assessment of the application.” To ensure best practices are developed in line with the
Commission’s expectations, PCPC requests that the Commission provide additional guidance
regarding the factors it will examine in making its determinations.

Additionally, PCPC requests additional guidance regarding whether an applicant will be
authorized to seek reconsideration of any Commission determination not to grant recognition as
a best practice. During the December 9 stakeholder session, the Commission noted that these
determinations would be subject to a regular “appeals” process. Because of the energy that
applicants will have invested in the drafting of best practices and the importance of securing
recognition pursuant to the ABS Regulation, PCPC requests additional clarification regarding
any review or appeal process that the Commission may be considering.

I1. Additional Requests for Guidance Regarding the EU’s Regulation

Additionally, PCPC and its members seek further clarification regarding several items in
the ABS Regulation. To the extent these areas can be addressed in the Implementing Act, a
subsequent guidance document, or a Commission recommendation, PCPC would be very
appreciative.

A. Clarification on What Constitutes Research & Development (Utilization)

First, PCPC seeks additional guidance regarding the scope of the terms “user,”
“utilization of genetic resources,” and “research and development.” For example, does
conducting testing on a product, potentially a product which includes a GR, for the purposes of
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meeting regulatory requirements (e.g., safety testing) constitute utilization and trigger obligations
under the ABS Regulation?

Additionally, because these types of questions are likely to arise regularly, involve
substantial amounts of capital and time investment, and require fact-specific determinations,
PCPC suggests that the Commission consider developing (or recommend that Member States
consider developing) resources for potential users to assist in determining whether they fall
within the scope of the ABS Regulation. These could include mechanisms for users to seek
proactive written (e.g., in the form of an advisory opinion request) or oral (e.g., in the form of an
advice line) guidance from the regulators on a potential future transaction to assess their
regulatory obligations in advance.

B. Clarification on Treatment of Commodities

Second, PCPC seeks additional clarification regarding how the ABS Regulation would
apply to commodity products. Using the example that was utilized during the Nagoya Protocol
negotiations, what would be the obligations if a person were to purchase an apple at a grocery
store. If the person were to then conduct R&D on that apple and potentially commercialize a
product based on the results, what would be its obligation under the ABS Regulation. It would
be virtually impossible to trace the supply chain for the apple let alone the original provider.

PCPC therefore seeks guidance regarding whether commodity products are exempt from
the scope of the ABS Regulation and, if not, what steps users should take to exercise due
diligence on commodity products.

PCPC and its members are committed to the preservation, protection, and sustainable use
of biodiversity and genetic resources and welcome the opportunity to engage in a constructive
dialogue with the Commission and other stakeholders to ensure the EU’s implementation of the
Protocol meets the Protocol’s objectives in the most efficient and least burdensome way possible.
Please do not hesitate to contact the undersigned with any additional questions.

Sincerely,
P K

J N

Tonya Kemp

Director of International Trade Policy
Personal Care Products Council
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ITPGRFA) OMEEI D7 1y 7« U R MIGENTNE)

(ix) HERDBEND B 5B OROERRI 1B 5 %49 (Convention on Inter- |
national Trade in Endangered Species of Wild Fauna and Flora : CITES) (V> | |
VEK) OEREIEENATWD ) ’
NBA 1%, A& O SRR 2 KRR DA HEEIC DWW THIBT T BRI, M54
BRI O ATHGEDAET D k25 #E9 5 SBB° BMC & ik a179 2 LR TE D,
NBA (%, EWZERMHHAEE 16 RICED HFHITEST 256120, EWER~DT 7+
A HIFEZEME L2 T AU 5720,
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[E%%ﬁ‘ A% 16 SRICHUE S HarfEtii ]

(i) 77 AHGEPMNEROBZNOH D58 ET 5 L0 TH L GE

(i) 77 e AREREAFER O DEICEET 2 DO ThLH5H

(iii) 727 & AHGEDHUE D N & DTGB B RIFTIREN1 B D56

(iv) 77 & A EEDVE BB N EE 7R BREE o9 D B 2 T T B2 b 2556

(v) 77 AHEEIEIEAYE A U ERER ORI T 5 A B X - B 2NN D |
Y6 |

(vi) EIROFIFH HAORERR RO o RO L7 thoBhEd 2 [ERRSNIC KT 556

e NBA X, ZHEHLIHFEOEIEICOWTHREZIT) 2N TED, £, BZHNDTZDIC
BLEINTHMFLZESIC L, WEWSZ2KRDDHZ N TESH, NBA L, %ﬁ%ﬁ&w
S TEICHSE PRIk, PREEZARXITEMET 5 Z LN TE 5, NBA IXHGE
fEdE U725 a . FEREER DU TGS K%zéwé%afk%\éuﬁm%%ﬁuﬁﬁb
R2TIUTZR B,

o NBA (Z L %7GRIE, HRdH D NBA OIEE. HEEH M OZ OMOBRE N EAITES LT
BN X DO TRITIUTR 72\, A RT A 8 18 FRITHUE S IR
DIFFEXITIA > RESNTA > RAWIEE BUMBEEE 2N B2 H B T T D AFE D 581213
NBA [FEMIC L D3I L THRGRT 5 Z &N TE 5,

o NBA (I, EWZARMHIRILE 15 FITHIE SN FHISEY T 258100, L CicikoF

IFALOEERT, 77 EAAGRERMOVE L, ERICE DN HZ LNTED,
W OE LK, 77 B2 %2925 B TRET 5 SBB & BMC (Zxt LTS5,

[@F@gﬁﬂi MERRAIIEE 16 SRICHUE S e $m ]

(i) AREHSTEINVEMSRIELEORENIHAGROFRIFIIK LT D Z LI DN TAHE
W(E3 D D55 :
(i) ARERTZHEDEE SNI-FM 285 L CQOROES
(i) 77 & AEGROSEDETF ATV WA
(iv) DIEOFRSICNT 256, XITBREIRGE KR CVEMZAREDO RO T2 DI LE 256
o HIGEEGHFERF O @@éﬂt%A‘Xi$5%ﬂNBAﬁ%®E%KﬁLT%E@
HRINICIEE TE o 7285 A . NBAIZHFEOHIEXIIZOMAT A KT A AZHS &5
OIATEV AT 5, HEaa D R @@@%ﬁzﬁé%A . FTEDTEELE & bz, FlicH
SHEATORITIUTIR B0,
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(8 ALBEETEEHEICAITTISYRAEDIEMRG
2014 ££ 3 A 26 HIZEHE(’ Assemblée Nationale)| Z{1EEZfRSN =L 1847 B0

LI

2014 £ 10 H 12 HD EMOZERMEZEET 2 5K OBIEEIRA~DT 7 B 2 K OZEDOFIHNBAT
DRREDINEDSERER RSB o4 EEES AT, AHEREE) ) 3389 LT, 2ot
HEZ Tl CTHET ORI BTV 1, EU Tldd B E EO IO 4D A No511/2014
WFERE 6 HIZFBh LT, EUNBEETH S 7 T o A EI34 R EEHME T T 2012 LRSI
PRI A2 % el L C & 7o, ZOOVEZED 2014 4 3 AlTEESICAERe: (F2H) Sz, BT, 2T
AR AR OB H D, EU BRI RS EEOM AEREICAHL L2 b D THLH—FHT, 7
7 o AET, BIEEROMAETH 5 & RIS S 2B &R CE EN T EREETH 5 L1 H 38
NG, BIREIRDT 77 A EFREELSY (Access and Benefit-Sharing: ABS) (2R D HefiLEHE %
BET 2, T70bb, 77 U AEDBSEIRIZET 5 ABS FIEEIZ DWW TORAR LB 2 5713, 1=
HATIT HEORMERAE OB, BESHC oW T EU HRAIOEH L0 9 b0 TH D,

PLFICAEMIZARIESSK) (Convention of Biological Diversity: CBD) £4R2>5 0 ABS Bh#EDf %
W&EET %,

|G2S(5) |
1992 45 H 22 H CBD F& T EZBR
1993412 H 29 H CBD %%

2010410 H 29 H SRR ERR

2011 49 H 20 H 77 U AEA T EEEEE
201445 H 16 H EU 4 = e 40t
201446 H9 H EU #iH] No511/2014 &%)

2014410 H 12 B A i R e ER A

5 T7 7 A ABS EWEGNZ AT CONEFERRIILITO LB TH 5,

(75 o 2D TER)
2012 4 A F 3 T —|Z BT AR
2012~2013 4 EEBRAG & AR

ML Il KRS ORPERTFAEL JKPEFUER =5 R

1 EU Regulation No.511/2014, http://eur-lex.europa.ew/legal-content/EN/TXT/?uri=CELEX:32014R0511, last visit March
24,2015

2 http//www.assemblee-nationale.fr/14/pdf/projets/pl1847.pdf, last visit March 24, 2015
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2014 43 H 26 H T T AT K D~ D AR B B IER O
201446 H 26 H EEORHGIBREER L DIER (BEEZET) ORHIDOER

RO LI, 7T U REIZA G EREERUE T T aED TE e, L0 bif, EU HRIDRL
S U CUARR SR ERE 72 TR KR EA AT L CBET 2 2 RO TE T, £ T,
EU HHI0O% 2 4 3 THIZHAS & | EIFRHE & L CoBERIZHEORE, ZoEsFi EU HAlic XL 5 &
WD FEHIEASWT, RERDKREICE ST,

(75 2D ABS 1]

T IR AT T ADENE]
FRSHESy— 7 Z o A ENEEH
ST E P72 5N EC #H)

1. 75 REEM2t$i4%%E (La Loi de la Diversité Biologique) (D2{RMIERiL ABS FHiE

ARERTEE L LTEUT D 6 3 73 kbR D,

(L2 DHERL]
[ E——FH GB15~45)
MZ=—%H (governance) (GF55:~T75)
T —EEARED 2D )5 (Agence) DRxiE (55 8 4c~175%)
IVEE —EEEIR7R 5 N BHET DI HRRA~D T 7 2 A 72 5 ONZZE ORI B4 U 2 FRE DR
57 ABS (5518 4:~26 %)
VE—-ARRLHORLT (GF 27 52~68 5)
VIE—s@lOkE (5 69 5&~T73 %)

Z O IV EL, 2000 FI2kr U= By (code de Penvironnement)|Z EAE RS & ONCREHES 5
(EHRESHRR DT 7 272 SN EORIANSA U SRRSOy | SRS AHT- 725 B8 A S
72HDTHY . L HEFEEEDREZL O EU #H)] No511/2014 DRENLA 52T CARIERISIBINES =%
45T D

ELREIVEDOREK]
BRI & N BT DIEHMERE~D T 7 & A7 LN ZE ORI BAE U 2FRE OBy
185
Offil#(sanction) BER &
%519 25 /EU AT 4 S BE R OFTA M
55 20 & TERITKT D HlE L L CEIRIOmEH
56 21 55 /TR OXIG: & 725 =< ABS HUEDBREEE S ~DRAAT
O EEEES 18 50 MAT(Mutually Agreed Terms) DS FORELRERE
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5522 55 TRYERS « M ALRIAD 5 0 PIC ZDBUGD7- b ORI DR E:
ORI A OB SR

0 23 5 INRBAEIES OUGE, ABS HUEORHASA

OWpMETL (=a— L R=T%) (23 53k BRI E

55 24 5 BRIE S OUUE, DREEE S OUGE

%5 25 5%/ EFIED O R OB g ME ABS HiEOFELE
OEEYIEREIR~DT 7 & A

526 2%

2. BEERG S UVICEET HEMRBEADT V£ R G 5 WITEOF AN A L 5FEDES
55 18 DI

O 18 Kt IV EZEONETH D ABS BUEICHOWTED D THRE Th D, AFRIFILLTD 3
DONE THERR S 4L D,
DIFFEBRZE BT 00D T 77 A, 7B NTT 7 & ARFOMESF T X
iDFEZERRIRDFERGEIR IR WTDS, TE SIVAFIHOMHEEIIE U7 FIshL 5y
iiD)AHEHEER SO T 7 o AIERN R 5 s TR
INHmHh, D)EINITTEZ I ard 2, i TR L3 D 3ITRIS LTV D,

(1) 77318

TR TER) PSHESNTRY,, TALIEAEMICA TRREEZHEEL T\ D,
- ESEPROFIH
- (R EIRR ORI
- Pl DSy
- JFYER - HugdERIA(Communauté dhabitants)
- BRI B U 7S
- filE B L < 135 (Espece domestiquée)
- SRR A FE(Espece sauvage apparentée)
ol gy

T ONAERITFERRCET A 7 a1, 2 KO3 ORTEHENDHEDOTHY
hOVES EOESR L EHENE LSS O TIIR, F-. 2 ZICHE SN AFRSE S O34 H =
BEEOMBELFFRTHD,

3 RRLT 7 AEMSARIIEZR, ibid, pp.75°T7.
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(2) ¥ 7TkEr a2
Z 2 ClL, EFERNOBIEE IR S O B AR E Rk ~D T 7 & A2 5N ORI B4
U2 FRSE 2B 2 Tt AES T D,

RNTUZ71 JE

-1 .4k

112 ZICHUE SN A HE DA S aTEE & LT, BEEIRICBIT 2 HF7eBisIEE s b1 i b,
ZITET 7 ANDINEAN, RAADNEN, BFEE DAY EF ORI T, FIERAL > O,
W 2 By & T 2 BIEEROMAOGEITIAET D20 & LT, LSO BRI TOYFZEIRS
FRHA~DT 7 2 ADGEIIIE T 720,

I 44 EREEE 3 45012 Sk 4 THE AWZARMESRIES 4 5 & 16 RITIKIL L CEAEFIZIZIA S22
UEEROIRILE U A MEL TS, Zubid, filxiX, b MEE ORI, ESd D WIFEZOE
EEESID HEUS SIVCBIEEIROFH, By, fESNHEOBEFThY, TNHLOBEERE L
TOFPEIZOBETEH S, £7o, AR BB TOIERERFIH OBRE RO
Z OEOBEITEH SR,

-1V ABS HUEHTELUSNORERIZAEED B G 2 BImE IR Z U 2 MEL TV D, BAREIZIE,
B S IAEDSAESCERE SV B7)~ D OISR 56 O RSEE PR FfCEE S, PR
WM DR AT OREM THh 2, ZHbid, BUTORIATE TRt S 72 b ONZBE 5 5]
B DRHIEELBR L TDOZ L THD,

-V AREROFENLARTOBIZE IR H NS ARt RO BUS O A ZHE L T\ D, 2045
HIX, 77 B ADOKGHVERIN & ARSI OEEOKRNE L T, £ 2T, MERRFIH S
DEIROBEEL3, WEOHTSG (CBD 23%82) L7- 1993 4F 12 A 29 HLMN 764 U2 ARE44
PEBUSFT 584, ABS #EILEH S, 2T, FRSESHEOERITFIHOSAITAET 5 2
EMD, EORMKEDFANZ L7223 > T, &R S L < 1 EXBHES DA E RO B/ 2o A Z D
HEOMAZZ T %, FRRIZ, i Z2FAB4A C2FES bl OxgR & e %,

INT 572 HEE - HEE X (Procédures déclaratives) 5
7 7 AFG X 1 3FIFH HAODE U TE S (déclaration) & #F Al (autorisation) & (2 KB S5,

@D, BT, E5 PRI 0HA I %G, TR b ONTRREE O E BLES
%o ZEEEEES 85 BB E) I L <, EFRIIEHE L= FhiE 1 L0 EERHOR
ORI, &0 DI FER BN 7 7 o R ERFAERHER &2 A D BIEIRA~DT 7 & A %58
OHHLDEIND,

4 ibid, pp.77-79.
5 ibid, pp.79-80.
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@R D HITECY i ~DE S (déclaration) 332 1 (11T HiLD & 2 fEE (recépicée) N FEFa SN D, 2D
SAHEOFAGITER U IR SR 5K ORGSO B s,

T O R LT 7 B AFRE LT, FIHEDMERZNE O 5E &) FERTITECY RIS
7R L7221 U W E[FIRAZ, PEEAbOEI D720 I IR S E 2R ST SRR ERR
AUICELTHIETHDH, 2 IV HFIRE &I TIEGERATRIEE (B 2 | THIUSAF 7 e R ~ OEEAR D AR E5)
2N o KRR 77 DA IRRR THIERA) S B EEL S L 72 S T2 i O CHIREIC S35 2 1272 D,
BAr 2B 5 Z O— DRI HE IS5 T AN B2 WS IR T EE O R S 5,

5057 3 BIREIRT 7 & AD LD (autorisation) T X6

@AMz By & LICBEEIROFIMIZIE, MRS DITBCE ROFFRIAMNEETH Y . ZOFFANE
EEROFASM LT 5 Z LI TnD, ZO8NE, FaFRE. el B vl Shsy
By FORREZR B ONTHRIRSEL /3 DR ZEBUE S 5,

@ = I CIIHEEE LATBCY R & OOIBOZI: b N AO G E 2T 2 Z L2 5A & 70 -
TW5, 56T, EFREE O EBRITESIZE > TREST bD, [TESRNG L0512
%, BIECTHERESND 77 2 EMEFMR(Agence francaise pour la biodiversité) | (278
Thbild,

@[55S LATHRY R & O CRUMIMTEREE o T2 SIS TR HE SN TV D,

[7 7 e 2 FeE D]
- B=Déclaration):V = v 7 ElZH D, 74—~y bDFi#, 7 VRSB ~DH LiAd
LEFRIO HEWRAT
- #Fr](Autorisation): By G ~DEEE, ReBllZ2FREE ) TRKIO AL & 7RI DFEKG
* W72 LYV TORFR] O
- 38 & OFRSEL 0 BRR &R

[Fhex LX)
< BEE, fE SN2 b O SONTHEM TS BRI ZI61T D B S 7oA & ARSI DAL T B A —
Fenll &

* AR —HER T E

- IR —— Ak EE

it ORGSR EE

* BAREIRO PRI — i FFr]
* AR OFIH —— /7 AT

6 ibid, pp.80-81.
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INT T T 7 4 FBREIRICERE LI AR ERRO 72 O OFF AT s Ffe &7

@ - DOHIE, AHERTEER T RBIV 12 FIKILL T, E=EIRIZBHET DAHHERR I H D2
DFF A FREE A HET 5, ZOFREL, BIEEIRICERET A RtiFER A AT DR - Hilskthe
(communautés d’habitants) & Dk 7278 H NTFERAL Y HFNERE L T0d, ZOFk e T,
DI DARKRIHTR ORI O EZIE, FIRHEITITS IR - Mgt b FRTOEHRIC IS  [FIE
(Primer Informed Consent: PIC) DEUYS2#55 51 Hiv T 5,

RXTTTT75 ALy ials

O~ DI LEIEEIR D L < IIRHET HEHIERRDO 2 L 7 o 3 UasEiRE EU SRS 5 R0 E5< %
D& U THEFIZ L > TERINDFM2 5 ONTHESAL S ORE HE L T D,

@7 T AHFILL DAL T v arE LThFER(abellisation)ld EU HANC KBz L 7 o g LGk
ZAlRE S L, RIS U COYREERETRR b N AR Z B 5 RSO RO MR A
BRI 2R D%,

T 7T 76 Mg

@ DOIITESFRE . FrAFfiE . FEOBBEIROT- O DRFEFH & (Il T 5 —HORE ZH
ELTND,

@ EEIOWENE, EHOT 7 & AFFrIOEERRE (EEAICEEM SA-TRiiE) & OB EIR
EIF N ONEETRIZ BT DR = ~OBi U2 b0 Th D, —MIFHIE LT,
SEARER ., FEREAIRERICHD &9y SIS RSB E N © ONSHAOERROMR A, g
FHIMEAE, FRERAICTE COND Z EARESN TN D, ZIUTL HEETEES 950 [MERLD)
Fr rTREZ2FIFHA~OERR) IZHEILL 725 D TH 5,

@/ HE D L ITHFEE IR S DI TBCY RNt U, JmHEE R O ORI HRE S i » 7215
W, 72 DN R EfG L 7RIS e B 2 s IR IR S Ve T U2 B 72w,
@772 LONIAZEET CBD FESHEICBWCARR SN ABS 7 U 7Y 7D ARSI
N

@ —FH ~DOBRD A IR BRI DM TEBCY R~ DRl 4 L2z iudZe H7eu,

@ 47)) L 1T 2 DRI DI E DY AT /i Pl RS TH B,

OF I LA IROEEII T THND,

(3) Y7733
Z O EEEER HEHE & LCo EU HAIOEE28H - 372 L LTWa, Zhd .,
ZZTE. EU HHIOBEAIZMEE & D ESHERN OBRE IR © N BhE - A aktrEmR O H

7 1bid,, pp.81-84.

8 1bid, pp.84.

9 Union trusted collections

0 miHy (WE2) 77 U AEAMZEIEESE op.at,., pp.84.
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BT 5 Fhex o, EUKAIE 74 FIAEESFORER) . 9% FIHEEFOF = 7), 105 (F
=7 Ot 11 5 Gl (206> T, EPWERIOARESFOLA O & i S hilEdHE D B
ESILTND,

NI ORISR < R EIEHAERROFIEBRFE A~ ORI W CTRBESFA B o 72
Bh. FEOBGERH ORI CH 2 it ~ORIIZER U CREEFF T OAN TS0 ) D i &
L TRUE S L5,

3. FDHDIRE

BIVEEIZIE ABS ([ ZBEE 2 2 OMOBRE H1FET D,

195 LT X B OTAEMERDT- D OFERERI RN E
EU HHIEE 4 L3858 Ot Hes. K ODT- D DOFERERE DOR%E:

5520 5 IERICKT DHilE L L CEIRIoE A2

EU HAIZE 11 SRICHUE S HHEHE & LT, @RIk ol E U O IE HE S b,
FOFEE (proportionalite)lX, [F= v 7R A > b MR IBLHIEHEIC L FEREIND, T70bb,
FIUZEBERTIIRWGE . BIRITREE ORI O\ FIRENE S DOZEEDR O E LBEEIRD
WIFEBRI AT o 126, £ OFIIEILE OBRATAZE T D EREITG LR AU 6720,

L, FILOEE. b LIE, #FTHEEL LW E Fm&IE) DRGSR L= n8E. i
FHEIT b > LRILW S D L RDAMREMED B D, 18H DEY RTINSO AT, K0 HERY 78k
HHEEDR SND, O ORIEHREIL, AROREEC B RBREEICE R/ 8% 5. X 7oV E T A
XU TERERETHIET 2 b0 L@ LT, WAL LTL, 1EROIE: L 150,000 — = OF]
G TH D, RERFEEMADEAIZIE, 1,000,000 2—2 OEEIIE SN D, REICESTFRRIZ
Jiis U CEIORHMmEEE 3oem & 72 D,

o, AERT MERRHEERE LT, &K 5 FRIOBIRENRR & NARKHIERR O rTHEEO%E
EBFEL TS,

5521 588 il ORI & 70 < ABS HUEDBRERE S ~ORA AR

JAEHlER OxIZR & 72 5~ ABS BUEDBREHES D U A MIGEHR ST D IEBI O~ A AR,
ZOHEIZE Y, Fd 2 AEBOIE 2 HTNT 100000 —— 1 OF4:, HEMRD HF TS ROERIC B #H)
DOPETAEDS LA IS LS HIcEL 725,

W jbid,, pp.86-87.
12 jbid, pp.87-88.
13 jbid, p.88.
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5522 451 JRUER - HUBALRIAD S D PIC HEOFUFD 7= H OB DR E
[BMAEEZ 2 2 — (Le Centre national de la propriété forestiére, les personnes morale) |
EMRDATHIENERIE L, TOMHED7< &b 3FRIEHAVHRROIRATEEN 21T > C & 7o Mgkt
272 b NIHEN L OFRIORIEZGL 2 L LT 5,
ek, ZORUERAEEREEER 18 R[ITIEHLL TH D,

2355 INREAIESOUIE. ABS HUE DAL
ABS HE 2 ARG EFSISHAA A TUOE L, WA O3B E IR S 2 L E

5 24 2816 BRI SRR OUGE
R O OV BT DRI, ABS HiE 2 e~ #EIRIE S 5 7O OBEEE S &
NIRRT DYOE

525 27 [HEHET OB OB T MER ABS HiEOBE L
LREEINHE OB AFACER L COMMTIC R D817 ABS #5{&BEIL L, 77 AEN, 77 A
O ABS #iiEi %, 55 24 & AR T HIIBIET D,

%26 5518 EWEMIEISEIRA~DT 7 & A
fABEFEZR 5 OV B R GRS OB REOBRRE IR AR D R B D 7= O DB DN D 4y

4 EE

D7 T AERITLNTD & D MR 2 5. 1 DILBREIIZEE T D ERRSCE & DS
PE, T70b, 77 A0 ABS IEHIOwEHEIIZ 1T 50T TH Y . 2 2DDIE T OIEROB KT
HIHORE TH D, F£7c 3 DOILETHEE L LTO EUHAOERTH 5,

(1) ABS I EE o P

ABS ERIOB ARG & 72 D8IREIROT Y 4317 & LT, SRR OESED T2 D Ohbam & IR B
T 25 ERSH (International Treaty of Plant Genetic Resources for Food and Agriculture: ITPGRFA)
DO EE I OVE &4 FREBEEDORBIN T 500, HDHWNE, L0 IR OFPHOVE &4 R e

14 jbid, p.88.

15 jbid, pp.88-89.

16 7bid., pp.89-90.

17 1bid., p.90.

18 7bid., pp.90-91.

19 UPOV, ITPGRFA & OBRITWT IS, AoEsER, EU HBIOREYRE GRS T 2B OSHEZ2 R L0 D,
ITPGRFA D54, BEHEEHAOMMBEEIROFHIL SMTAGEHEMERSIRELIC L 0 Z40E K 2 2 7 2 (Maltilateral
System: MLS)D FC#OFIAIZEMTHD, L VDIF, HEE1 D77y 7") X Mo b 1% 35 /i) 29 HEHHC
DN, ZD ABSIZIFER D RO H D, Fiz, UPOV GEOFFEOHFEICEIT 25600) OHRAITZ0H 15 KBV T IE
OB Mbreeders’ exemption) | 2SE SN TEY . FiFEERO & DB ZORRITEHTH D, 2D LEiEE
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FEORGHNETDOMNEN D BIL, REHETH D LFRFAFIAE T D57 7 AL L > TUTEE
Th s,

ZOMICBLT, BHCRZE SIS, H 18 LT v a2 ODVO U X hOF CERSNHi)
A BT HNTND, MR T, H26 K7 TUTDO I IITHEL TV D,

PR & NSRAR DR AFEOREIEEIR~OFHZ B & L7eT 7 & 255872 G ONZZE ORI
B U SFEEOBLMCRET 2 HHI% . 2002 46 A 6 HDOu—~TE4 S/ ITPGRFA IZE&R I
DI LT - T, Rt 5,

INHOREI, RIS, —EDRHFEREL, ZOFRMOHT, LRGKIOMEE TITRidE
LB OBRER L © N 2 aktiERRD 2 L 7 & a v ORAEITRRROREE T OEIE
IZRLH SV D 2 L7 v a v oFoR(abellisation) AT 5H Z LN TE D, iz, LLFNOFRGEZRIES
% ZOHT, FMBEEHEIL EU SR 4 FITHESNARBE L BT LIZH D & A Sd, |

Zhudz, ITPGRFA K& 1 1250 S 41T 5 PGRFA [ZHOWCIHA T EHEEEZR O WNZ EU A
RIDOEHN DTN S D EFRIRE LD, £, SBIZ, TEREHDOEILN ZHET 5 UPOV 558
DBLEIND S T L— = AZDWCULE S OREFH 2[R < R L TR T 2 _R&ETH Y | Z0EK
T _TO PGRFA 1ZZ ORI BRI ORMEIN L HIp SNDH T A D, £z, ik (772 4EW%
FRMEEZS) Tk, TERGEHEDEISN (2 LT > T HEEERIZ L > THOW LA IEICRE (LS
7 FE(legally commercialized plant varieties) |25 £ D BIAENIT TFHM 72 DIEEIRES ] OXF
GUTTE ENIRNE SND,

ZO8rA . ITPGR OFEEMEHSIRZEK) (Standard Material Transfer Agreement: SMTA) %44 =
HE EOERRAINZFRE SPVESTREA & 3B 2 2 O E D ) (P RENE U %, (R T LISk
DOYEYT SMTA Zfiift L TOD bDIZONTIE, ABS 7 U7 U U 7y AR L 72 < THERARY
(SRR SV TREHE L R ShD LB 2 500

ZORREICE LT, ERROMIRA 5, ITPGRFA (231} % PGRFA B0 7= Dl T 5 SMTA
X, AEEBREEOHIE CTHSD ABS 7 U7 U 7D RT3 UERNO T IAUTBER SN D
TN WZ D ThAH, ERERECE L T EU HHIXE Z F T SN0z on T, PIC,
MAT Z§C Lo CTHRLRIEEIRN E 2 BEUSHE S 172 & O 722070303 52> Thau X E R
ENTEHLDLEBDOLNDERETHA D, ZDOIZ EDi, J5PE (origin) Tl 72 < TIEHIEEE (legal
provenance) 238 O CTHIUTEFRIIFRRES N2 b D LA/ SINH LN ) T L EERTHHDOTHA
9=, FOEHTIL, ITPGRFA/SMTA [FEBSSRHIE LWS D EWR D, EO5EIZIE, PICMAT
OB ROBERDHHRIE L 725,

(2) WRHThE
ARERIZBIT DHETIL, EOWRIZEHIRE VNI BEERD Z LN TE D, T70bbh, AR
Z [WOHUSG L7270y EW o FOMUZ, TWOOFIH L7y EWvvd TEi=72fH) S WO BESZE AL

LT, Al 4 5 TERRHER OERSGE & OBR ) (ZBUE S5 K 9 I SHE E 3 FRLASRRRIEI i@ S e
LEREND,
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722 EiZdh Db,

ABS {EROBEAIZEELC, 1993 4 12 A 29 H® CBD F2ILRTOBHH E Tl D = L IZEom &
HEHORMBEAHERT 52 L1285, 22T, NEEEROIT L1380 5 DEEEROFM] &)
BESAFFDHTZ Ll FE . FREWOE A ORBEA R CX D RMEEMENE T D, DX 5 78T
Te RIS SRS AME, & 0 DRI (exsitu) DOBEEIROFMANCEET 5 ABS 1213
RIND AR & D,

BUSORICB LTI, 818539777 5 IVT TaLb sy ay ) TUTOX ) ITHESN T
Do

(V. 199245 H 22 HITER ST ABARIESKIDFER) (19935:12H29H) LIRNCa L2 2 a 1l
WA SNV BB E IR OB e R DA C 2R E, B HEA R E 5 2 LS, H%arr v
a VOB DOIRNFZTH T ENTEX % (Le partagae des avantages découlant d’'une utilization
nouvelle des resources génétiques présentés dans les collections avant I'entrée en vigueurs de la
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