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Due Diligence
-

General DD obligation, Art. 4 EU Reg. 511/2014:

« User to ascertain that
« GR/TK accessed in accordance with applicable ABS

legislation
« Benefits fairly & equitably shared upon MAT

3 elements:

- Seek
| » Keep (20 years after utilization)

Documentation obligation | . Transfer
» Relevant documentation (Art. 4.3 a) or b))

ry

I« If insufficient information or uncertainties about
legality of access & utilization

. » PIC & MAT or equivalent to be obtained or

|« Utilization to be discontinued

Risk assessment
obligation

Outionafoririie “* Acquisition of GR from registered collection (Art. 5)
2 : 9 9 '+« Regocnized best practice (Art 8.2 EU Reg. or Art
e | 20.2 NP)




# / DD Declaration |

At stage of research funding (Art. 7.1)

Content: Annex Il of Implementing Reg.

Submission by recipient of funding

Research projects funded by commercial or non-
commercial sources

But not internal budgetary resources

Submission after 1st instalment of funding & GR/TK
obtained

But no later than time of final report or project end




ep/ DD Declaration Il

At stage of final product development (Art. 7.2)

Content: Annex Il of Implementing Reg.

Only made once
Prior to first of following events

Market approval; notification prior to placing on Union market for
first time; placing on Union market for first time; sale or transfer of
result of utilization within Union; end of utilization in Union & sale
or transfer of outcomes outside Union

4 weeks before end of utilization




DECLARE:

Submission of DDD
B 0000

<3 O x {} { https://webgate europa eu/declare

] & D)

ENVIRONMENT

Welcome to DECLARE

DECLARE is the entry point of the Environment Data Submission Portal, supporting collection, validation, analysis, and
dissemination of the statistical information submitted per domain.

Please choose a policy domain to work on,

ALURES - Animals used for scientific purposes

Singe 1986, the EU has had in place specific legislation covering the use of
animals for scientific purposes. On 22 September 2010 the EU odopted Directive

ETS - The EU Emissions Trading System

The EU emissians trading system (EU ETS) is o somerstane of the European
Unicn's palicy to combat climate change and its key toal for reducing industriol

2010/63/EL which updates and reploces the 1986 Directive on the
protection of animals used for scientific purposes. The am of the new Directive is
to strengthen legslotion, and improve the welfare of those animals stil needed to
be used, as well as to firmly anchar the principie of the Three R, to Reploce,
Reduce and Refine the use of anmals, in ELI legislation. Directive 2010/63/EL
took full effect on 1 January 2013,

gas emissions
The first - and sill by far the biggest - mnternational system for trading
greenhouse gas emission allowonces, the EU ETS covers mare than 11,000 power
stations and maustriol plants in 31 countries, as well as airin

NAGOYA - Protocol on Access and Benefit Sharing

The Eurapean Union is a Party to the United Nations Convention on Biological
Diversity {CBD) of 1392, which seeks to ensure the conservation ond sustainoble
use of the diversity of species, habitats and ecosystems on the planet, s well as
the fair and equitcble sharmg of the benefits arising from the use of genatic
resources. In 2000, Parties 1o the GBD adopled the Cartagena Protocol on
Biosaety which seeks to protect biological diversity from the potential risks
posed by living modified organisms, taking into account human health, The EU has.
adopted o series of legislative measures in order 1o mplement this Protocol In
2010, CBD Parties also adopted a new Protosel, the Nagoya Protocol on Access
to Genetic Resources and the Fair and Equitable Sharing of Benafits Arising from
Their Utikzation.

Commission

IT Tool



o 3 Compliance Checks - Starting Point
B

Obligation to undertake compliance checks, Art. 9.1 EU
Reg.:

» Qualifiers of checks, Art. 9.2:
- Effective
* Proportionate
« Dissuasive

« Periodically reviewed plan using a risk-based approach, Art.
9.3 a) (“regular” control?)

VS.
« Situations where more concrete information on non-
compliance available, Art. 9.3 b) (“exceptional” control?)
* (Ad hoc) information collected by user state

« Substantiated concerns raised by provider states and other
3" parties (incl. competitors, NGOSs)



Compliance Checks - Starting Point

-
Risk-based compliance plans, Article 9.3(a) EU Reg. :

Object of risk based assessment

!

Danger of non-compliance with DD requirements

!

Art. 4.3 & Art. 7.1/7.2

* No experience with these types of compliance checks in
ABS context

« No information available about which sectors present higher
or lower risk of non-compliance

* Not clear which points of reference & criteria to be used to
assess risk of non-compliance



@/ Risk-based Approach
-

Objective:

More frequent control of high risk users than low risk users (i.e.
not entirely random)

Sector specific risk
assessment

» 8 sectors (incl. basic research)
+ Assessment based on
 Awareness

User specific risk
assessment

* Based on user characteristics
+ Assessment of different user-

related sources of information

* Dynamic factors which can be
influenced by user (e.g. existence
of sustainability strategy)

» Estimation of seriousness &
impacts of non-compliance (e.g.
high in case of
commercialization)?

* Performance
* In particular sector?
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User-related Information Sources

-
Checkpoints collect or receive info related to PIC/MAT &

utilization

Different sources of info exist, such as

Source Information Availability Risk Reasoning
Assessment

Report from |- Patent applications (6 month [High -R&D

Patent Office |based on GR reports) - “Commercialization”
(important reg. BS)
- Scope
- Scope -
- R&D

User data - List of potential users (under - R&D possible

base developm.)

User survey |- Questionnaire / (under Low- - Depending on

anonymous info provided [developm.) - [“performance” of sectors

by users

High
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User-related Information Sources

-
Source Information Availability Risk Reasoning
Assessment
DDDs -Art. 7.1 - (not yet) |High - R&D
- Scope

- Depending on correctness,
timeliness, etc.

-Art. 7.2 -
High - R&D
- Scope
- “Commercialization”
(important reg. BS)
Report from |- Results of previous (under Low- - Depending on results &
user control |control developm.) - |past performance
High
- Transfer of GR to 3™ (under - |- Depending if GR
party developm.) [High transferred with relevant

docs




o 3 User-related Information Sources

-
Source Information Availability Risk Reasoning
Assessment
IRCC - R&D planned Low- - DD fulfilled

- Further R&D possible

CITES - Import of flora & fauna (problem - |-R&D

statistics for research purposes of data High - Information on scientific
protection) or commercial research

Notification |- R&D planned - |-R&D

by donor - Funding granted High - DDD necessary

agency

Notification |- Allegations of biopiracy |- (not yet) [Control - In case of substantiated

by provider mandatory |concerns

state High - Scope -

- Further R&D possible




= Step-wise Approaches

User checks

User survey ‘ -> Checks of “leaders” to

learn, practice & determine

User ‘ benchmarks
identification -> Anonymous questionnaire -> First control cycle based
provides indications of ABS on random selection

awareness of different sectors

-> Following control cycles

-> Data base of potential -> Additional basis for sector based on sector & user
users as starting point specific assessment specific assessments

-> |dentification process -> E.g. 60 % from high risk
could include estimation of sectrors, 10 % medium, 10
user probability (first user % low risk, 20 % random

specific factor) -> Within each sector

selection based on user
specific factors



= Step-wise Approaches

Ultima ratio:
regulatory
Enforcing fines
compliance
Taking samples
(if necessary)
On-the-spot
checks:
Startin a inspection of
written manner docs (if
necessary)  No criminal sanctions
but regulatory offences
Measures: « Regulatory fine up to
* Orders to remedy 50.000 €
breictt‘es i  Regulatory fine may
* Prohibition of utilization i '
Request for information on . Sej f ti excegd financial
: - €izure or genetic benefit that perpetrator
» Documentation of due diligence : :
. ) resources has obtained (i.e.
« Due diligence declarations - : i
_ « Confiscation of genetic 509 000 € may be
* Measures taken to reduce risk of ' A
resources exceeded, in principle

non-compliance AR
P ad infinitum)



Challenges

-
Implementation of controls:

 What is feasible?
« Possible number of controls to undertake in given period
« Limited human resources
« Checks based on control plans vs. substantiated
concerns

 What is effective, proportionate, dissuasive?
« Distribution by sector given different sizes
« Percentage of controlled users based on total number of
users



Challenges

Information management:

 User data base

|dentification of users
Development & keeping up to date

« Sources of information relevant for compliance

Which info is available & relevant?
Risk levels need to be determined
Each user needs to be (sector) classified

Risk criteria applicable to individual users need to be
developed



Challenges

S
Unresolved issues:

 Human biome

« Contract research

« Testing

« Derivatives

« Large-scale screening

« Commodities/cut-off point

« Minimum threshold/length of storing documentation

» Good arguments for both sides
» Political decisions by MS necessary



Thank You Very Much!

Federal Agency for Nature Conservation
(Bundesamt flr Naturschutz - BfN)
Division | 1.4

Konstantinstr. 110

D-53179 Bonn

Email: Nagoya-CNA@bfn.de

Tel: +49-228/8491-1311

Fax: +49-228/8491-1319

Web:  http://abs.bfn.de
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