User guide / Questions and answers — DECLARE NAGOYA IT system

For any question on the use of DECLARE NAGOYA IT system,

CONTACT US on ENV-DECLARE-NAGOYA@ec.europa.eu

For any substantive questions, please contact responsible authorities in a respective Member State *
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Information about competent national authorities can be found on the Commission website:
http://ec.europa.eu/environment/nature/biodiversity/international/abs/legislation_en.htm or on the ABS

Clearing House website: www.absch.int; if no competent national authorities are designated in a Member
State concerned, you can contact National Focal Point for Nagoya Protocol (NFP); contact details for NFPs can
be found on the ABS Clearing House www.absch.int (see also question 4).
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Basic concepts

1. What is DECLARE?

DECLARE is an EU-wide web-based tool which enables users of genetic resources to submit the due
diligence declarations required by Article 7 of Regulation (EU) No 511/2014? (the EU ABS Regulation
or the Regulation) and further specified in the Commission Implementing Regulation (EU) No
2015/1866° to the relevant competent authorities responsible for their implementation®. The
competent authorities also use DECLARE to transfer non-confidential information from the due
diligence declarations to the ABS Clearing House.

[J The EU ABS Regulation implements compliance measures of the Nagoya Protocol in
the EU. More information about the Protocol and the EU legal framework
implementing the Protocol can be found on :

http://ec.europa.eu/environment/nature/biodiversity/international/abs/legislation en.
htm

[J In order to define whether your activities are within the scope of the EU ABS
Regulation, please consult the Guidance document on the scope of application and
core obligations of the Regulation®. An overview of the conditions applicable is
provided in the Annex to that document®.

2 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 Utilisation in the Union; OJ L 150/59; 20.5.2014

3 Commission Implementing Regulation (EU) No 2015/1866 laying down detailed rules for the
implementation of Regulation (EU) No 511/2014 of the European Parliament and of the Council as regards the
register of collections, monitoring user compliance and best practices; OJ L 275/4; 20.10.2015

4 Whenever "competent authorities" or " authorities" are mentioned in the present document without
further qualification, this refers to authorities responsible for implementation of the Regulation, designated
based on Article 6 of the Regulation, and not to authorities responsible for access rules

> Guidance document on the scope of application and core obligations of Regulation (EU) No 511/2014

of the European Parliament and of the Council on the 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, OJ C 313/1

http://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=uriserv:0J.C .2016.313.01.0001.01.ENG&toc=0J:C:2016:313:TOC
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[J Due diligence declarations need to be submitted only if utilisation of the genetic
resources in question is within the scope of the ABS Regulation.

[J The DECLARE IT system is available on https://webgate.ec.europa.eu/declare/

In case of questions concerning use of the IT DECLARE Nagoya system, please contact: ENV-
DECLARE-NAGOYA@ec.europa.eu

In case of substantial questions, please contact relevant competent authorities in Member States.

2. Isuse of DECLARE obligatory?

The use of DECLARE is not mandatory. Users are strongly encouraged to use DECLARE rather than
submit due diligence declarations on paper but if for some reason a user does not want to use the
electronic system, paper declarations can also be submitted.

Please note also that Member States may develop their own national systems for users to submit
due diligence declarations. Those systems will generally be linked with DECLARE.

Users from the Spain are required to use the national system and not directly DECLARE:
https://sede.mapama.gob.es/portal/site/se/procedimientos-intermedio?theme id=5

3. Whatis a due diligence declaration?

The most important obligation for users in the EU under the ABS Regulation is to "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"
(see Art. 4(1)). The due diligence declaration plays a key role in demonstrating that this obligation is
met.

There are two points in time when a due diligence declaration needs to be submitted:

1) at the stage of research funding, where research involves the utilisation of genetic resources
and/or traditional knowledge associated with genetic resources, as requested by the Member States
(1% "checkpoint");

2) at the stage of final development of a product developed via the utilisation of genetic resources or
traditional knowledge associated with genetic resources; the events triggering submission of the
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declaration have been identified in Article 6 of the Commission Implementing Regulation (2"
"checkpoint")’

It is possible, although rather uncommon, that one user will need to submit two due diligence
declarations concerning the same genetic resource, i.e. one at the stage of research funding and one
at the stage of final development of a product. This will be necessary when a user carries out
activities falling in scope of the two requirements (thus carries our research involving utilisation of
genetic resources and commercialises a product developed via utilisation of genetic resources?).

In practice, the declaration is a form that needs to be filled in by users and submitted to the relevant
competent authority in the EU. The detailed content of the forms is determined in Annex Il and Il of
the Commission Implementing Regulation. Both Annexes are integrated 1:1 into the DECLARE
system.

4. Which authority is the relevant competent authority?

The authorities relevant for submitting due diligence declarations are defined in the Commission
Implementing Regulation. For the first checkpoint (receipt of research funding), the declarations are
to be submitted to the competent authority where the recipient of funding is established (and in
case the recipient is not established in the EU but the research is carried out in the EU, where the
research is carried out). For the second checkpoint (final stage of product development), the due
diligence declaration is to be submitted to the competent authority of the Member State where the
user is established. The DECLARE system automatically submits the due diligence declarations to the
relevant authorities according to these criteria, on the basis of information provided by the users.

The list of competent authorities in the EU can be also found on the ABS website of the Commission
(http://ec.europa.eu/environment/nature/biodiversity/international/abs/legislation _en.htm).

5. What s the ABS Clearing House?

The ABS Clearing House (ABSCH) is an international IT platform for exchange of all relevant ABS
information between actors in different countries which are Parties to the Nagoya Protocol.

A significant amount of information is legally required, by the Protocol, to be shared via the ABSCH.
For example the Parties to the Protocol are required to place access legislation (if they have
established any) on the ABSCH. It is also mandatory for the Parties to submit to the ABSCH

7 See: http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32015R1866).

8 Or transfers result of utilisation or outcome of utilisation
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information on checkpoints established on their territory. In the EU those checkpoints are the
competent authorities designated in the Member States based on Article 6 of the EU ABS Regulation.

In the EU, submitting a due diligence declarations to the competent authorities is equivalent to
providing information to checkpoints. Information gathered in the due diligence declarations
(insomuch as it is not confidential) is transferred via DECLARE to the ABSCH and published there in
the form of a so-called “checkpoint communiqué”.

https://absch.cbd.int/

6. What is an internationally recognized certificate of
compliance?

An internationally recognized certificate of compliance (IRCC) is a permit for access to genetic
resources that has been issued by the authorities of the providing country and placed on the ABS
Clearing House. See examples of IRCCs on the ABSCH.

https://absch.cbd.int/search/nationalRecords?schema=absPermit

According to Article 4(3)(a) of the EU ABS Regulation, due diligence can be demonstrated with
reference to an IRCC. In practice it means that the user of genetic resources will only need to provide
information in DECLARE on unique identifier of the IRCC.

Start using DECLARE - registration

7. How do I get started with using DECLARE?

In order to be able to submit a due diligence declaration in DECLARE you need to first register in EU
Login. When you access DECLARE (https://webgate.ec.europa.eu/declare/), you will be re-directed
into EU Login.

a. EU Login

First you need an EU Login (formerly European Commission Authentication System — ECAS) account
to enter/login into DECLARE system. If a given person already has an EU Login account, that account
can be used for the purpose of submitting due diligence declarations via DECLARE. If not, the person
has to create an (EU Login) account first.

EU Login serves as an ‘entry gate’ into DECLARE system.
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b. Registration in DECLARE

Once logged into EU Login, you can access DECLARE (where you will also need to register). Firstly,
you need to select Nagoya policy domain.



i. Select NAGOYA policy domain to register

DECLARE

Data submission portal

Welcome To DECLARE

EN~

& Not Registered

DECLARE is a web tool that supports collection, validation, analysis, and dissemination of environmental data.

Please choose a policy domain.

ALURES - Animals Used For Scientific Purposes

Since 1986, the EU has had in place specific legislation covering the use of
animals for scientific purposes. On 22 September 2010 the EU adopted
Directive 2010/63/EU which updates and replaces the 1986 Directive
86/609/EEC on the protection of animals used for scientific purposes. The aim
of the new Directive is to strengthen legislation, and improve the welfare of
those animals still needed to be used, as well as to firmly anchor the principle
of the Three Rs, to Replace, Reduce and Refine the use of animals, in EU
legislation. Directive 2010/63/EU took full effect on 1 January 2013.

More information | Privacy statement (v1.0 - 24/03/2015)

NAGOYA - Protocol On Access And Benefit Sharing

The Nagoya Protocol to the Convention on Biological Diversity on "Access to
Genetic Resources and the Fair and Equitable Sharing of Benefits Arising from
Their Utilization” was adopted in Nagoya at the 10th Conference of the Parties

ETS - The EU Emissions Trading System

The EU emissions trading system (EU ETS) is a cornerstone of the European
Union's policy to combat climate change and its key tool for reducing industrial
greenhouse gas emissions cost-effectively.

The first - and still by far the biggest - international system for trading
greenhouse gas emission allowances, the EU ETS covers more than 11,000
power stations and industrial plants in 31 countries, as well as airlines.

More information | Privacy statement (v1.0 - 11/09/2015)

of the Convention on Biological Diversity (CBD) in 2010 and subsequently
signed by 92 countries. It implements the third objective of the CBD, namely

the fair and equitable sharing of benefits arising from the utilisation of genetic
resources, including by appropriate access to genetic resources, generally
referred to as "access and benefit sharing” or simply "ABS".

More information

Current version: 2.9-SNAPSHOT (59

Top | Contact | European Comm

a1) | Version date: 23-03-2017 15:24

Environment & Climate Action | Declare

ii. Register in DECLARE system

L DECLARE

Cormpriagion Data submission portal

You Are Not Registered In The System

Click Here If You Want To Register As A REGISTER

New User:

Current version: 2.9-SNAPSHOT (59ee8al) | Version date: 23-03-2017 15:24

Top | Contact | European Commis

Information submitted in EU Login will be automatically used by the system for the purpose of

registration in DECLARE.

on | Environment & Climate Action | Declare

EN~

& Not Registered



EN~

‘ DECLARE

European

Commission Data submission portal

2 Not Registered

You Are Not Registered In The System

Basic user information is retrieved from EU Login, the common authentication application and is therefore non-editable. It can be consulted and changed here.

Member ID: First Name: Last Name:

\ user2 \ User2 \ User2

E-mail: Phone: Which Netification E-mails Do You Want To Receive?*:

| user2@mock.ec.europa.eu | All s

Y| 1 Jereby certify that the statements and information in this application form are true and correct and that I agree with the terms and conditions of the system.*
N’

REGISTER -<:=

* Required fields

Current version: 2.3-SNAPSHOT (8abac3c) | Version date: 23-03-2017 12:54
Top | Contact | European Commission | Environment & Climate Action | Declare

iii. Register your organisation

Anybody using DECLARE is seen by DECLARE as “an organization” and needs to register as an
organization in the system.

Thus, next, you need to provide information about the genetic resource user — this is the entity
which will submit due diligence declarations (see below, no. 8).

Welcome To DECLARE!

To start submitting due diligence declarations please register as a genetic resource user.

Please note that your registration request will have to be reviewed and approved by the Competent Authority in the location where you are established. You will receive an automatic e-mail from the system once your
organisation is activated.

After that you will be able to create and submit due diligence declarations.

=> REGISTER AS A GENETIC RESOURCE USER

Current version: 2.9-SNAPSHOT (8abac3c) | Version date: 23-03-2017 12:54
Top | Contact | European Commission | Environment & Climate Action | Declare



Register New Organisation

sation Type:* Organisation Name:*

Genetic resource user 4| | Bx Research Labo <

Location: * ﬁ Additional Information
v [ Europe =

5 © Austria

org

il <<=
7 © Bulgaria

 © Croatia

Address Line 1 Address Line 2 Country City Postal Code:

Avenue Beaulieu, 5 Belgium Bruxelles 1160

User is a private person

Captcha*

¢ Refresh captcha

73422
REGISTER CANCEL
7 &
* Reqyfiyed fields
1 Current version: 2.3-SNAPSHOT (59ee8a1) | Version date: 23-03-2017 15:24
i Top | Contact | European Commission | Environment & Climate Action | Declars
o

The registration of genetic resource users’ organizations will have to be validated by the relevant
competent authority (a body designated for that purpose by the Member State's government — see
also above, no. 4).

©Help
My Declare Profile
Here you can view and edit your profile details.
# Edit
Personal Data
First Name: Last Name:
Member ID: E-mail:
Phone: Which Notification E-mails Do You Want To Receive?:
All
My Roles
NAGOYA
Showing 1 to 1 of 1 entries Show | 10 % | entries
ID ~ ORGANISATION NAME <, ROLE ¢ ORGANISATION STATUS ¢ LE STATUS ¢ LOCATION ¢ ACTIONS ¢
67 Test registration manual guide enetic Resource User Administrator PENDING ACTIVE Belgium |
e

After validation of the registration, the person who created the entry of the organization in DECLARE
receives an email confirming that he/she has the access rights required to use DECLARE and submit
due diligence declarations.

Once e-mail is received giving access rights to use DECLARE, the user can log in and submit due
diligence declarations.



8. How do “organizations” function in DECLARE?

In accordance with the EU ABS Regulation and the Commission Implementing Regulation,
declarations need to be submitted by users of genetic resources. The user of genetic resources can
be an individual person or an entity (laboratory, university, company etc.). If the user in question is
an individual person, he/she should register as such.

Register New Organisation

Organisation Type:* Organisation Nar

“»

Genetic resource user

Location:*
v ° Europe
' ) Austria
 © Bulgaria
) Croatia

Selected: Belgium

¢ Refresh captcha

REGISTER CANCEL

* Required fields

Most typically, however, individual users work within organisations/entities such as research
laboratories, industrial enterprises, etc. If the user works for such an organisation/ entity and carries
out utilisation on its behalf, the name of that organisation/ entity should be provided as the genetic
resource user.

It is up to the users and their organizations/entities to decide at which level of their organisation
they want to make their submissions of due diligence declarations. For example, a university may
decide to register itself as an organisation, or it may be decided that a department of that university
will be registered as an organisation for the purposes of DECLARE. Similarly, a company may decide
to register as organization in the system or register only one or several individual branch(es) as an
organisation(s). This decision will imply that users within one organisation will be able to see
submissions originating from other users in the same organisation.

Every organisation can have as many members active in DECLARE as it wishes to.

If more members are registered, at least one person needs to be registered as administrator so
he/she can "manage" (add or modify access of) other members. The first person registering the



organization receives automatically the status of administrator. There are thus two types of
members in an organisation: the "administrator" member and the "regular member". Both can view,
create and submit due diligence declarations. In addition, administrator can add members to the
organization.

el B Data submission portal

Home Submissions  Organisations Reports

DATA PROVIDER t

1d: Organisation Type:
36 Data provider

Location: Status:
Assocciate Country 7 ACTIVE

Created By: Created On:

declare-system-user

Member List

Showing 1 to 2 of 2 entries

MEMBERID =~ ROLE ¢ STATUS ¢ E-MAIL
albugmi Data Provider PENDING
ingabla Data Provider ACTIVE

ADD NEW MEMBER ¢

Be aware that confidential information provided by members of one organization in DECLARE will be
visible to other members from the same organization. If a given organization wants to avoid such a
situation, different departments should register as separate organisations, each with its own
members.

Note also that the exchange of comments between members of one organization by using the Add
comment option might be visible also to the competent authorities that have access to a given
declaration depending on the settings for visibility of comments.

You can administer the visibility of comments in DECLARE. If you wish to use Add comment option
for the purpose of communication between the organization’s members (and you don’t want the
authorities to see this exchange), please select the option “visible only to my organization
members”.

Add New Comment

Comments* Yizible To All Submission Viewers 3 :_‘::::

B 7 U T3 T Visible to all submission viewers = ed X E3 G |2

Visible only to my organisation members

Visible only to me




Submitting a due diligence declaration

9. What do I need to do when I want to submit a due diligence
declaration via DECLARE?

Once you are logged into the system, you need to select which type of due diligence declaration you
wish to submit, i.e. at the stage of research funding ("Research phase") or at the stage of final
development of a product ("Final development phase"). You can at this point also view the list of
submissions previously made by you or by your organization ("Submission list").

i. Select the type of due diligence declaration to submit

1 HE

Submit declaration - Submit declaration - Submission list
Research phase Final development
phase

Current version: 2.9-SNAPSHOT (ecif3f3) | Version date: 24-03-2017 10:32
Top | Contact | European Commission | Environment & Climate Action | Declare



ii. Fill in the declaration form and save it

ne collectuion:

If you are implementing a best practice recognised under Article 8 of Regulation (EU) No 511/2014, please provide the
registration number:

Which category best describes your product?*:
© Cosmetics
© Medical products

© Food and beverage

© Biological control

© Plant breeding

© Animal breeding

© Ofther, please specify

Member State(s) in which the utilisation of genetic resources and traditional knowledge associated with genetic
resources has taken place*:

@

Date*:

01/03/2017

Place™:

n

Brussels

Current version: 2.9-SNAPSHOT (ec1f3f3) | Version date: 24-03-2017 10:32
Top | Contact | European Commission | Environment & Climate Action | Declare S

iii. Review and submit the due diligence declaration to the
Competent Authority

Declarations can be saved as drafts for subsequent review or modification until the moment they are
submitted.

Submission 141

Organisation: Submission Status: B History
| Test registration manual guide \ Draft

Reference:

Due Diligence Declaration 24 Mar 2017 By User2 User2

( Genetic Resource User Administrator in
Test registration manual guide )

=
Attachments @

ADD FILE

Comments

BACK | | PRINT




When you are satisfied with the information put in the declaration, you can submit it to the
competent authority in relevant Member State.

10. WhatifI utilised more than one genetic resource in my
research project?

Only one due diligence declaration is required per research project, even if more genetic resources
are used in the project.

There are different situations possible:

[J  multiple genetic resources utilised in a project are covered by the same permit;

[J  multiple genetic resources utilised in a project are covered by different permits from
the same providing country;

[J  multiple genetic resources utilised in a project are covered by different permits from
different providing countries;

If multiple genetic resources are covered by one permit (first scenario above), information about
genetic resources should be entered in the field “Description of the genetic resources or traditional
knowledge associated with genetic resource” (see also below, no 16).

In the other two scenarios (genetic resources are covered by different permits, be it from the same
providing country or from different providing countries), information about such resources needs to
be added. You need to use then the button “Add to the declaration” under “Number of permits you
want to add”, and the system will create all additional fields that need to be filled in.

Subject matter of the research or identification code of the grant *: e

Translation for publishing to the ABS Clearing House (EN, FR or ES) (3]
EN ¢ ’

[ Confidential @

Information on exercise of due diligence |

You can add to your declaration one or more permits (IRCC or equivalent). One permit can cover one or more genetic
resources

umber of permits you want to add:
:

/




Only one due diligence declaration is required per product, even if more genetic resources are used

Information on exercise of due diligence

You can add to your declaration one or more permits (IRCC or equivalent). One permit can cover one or more genetic

resources. /

You added 2 permit(s) to your declaration. Please select the type and fill in the information. JEGENTE B ———

Permit of type: §§ | have an internationally recognized certificate of compliance (IRCC) —

An internationally recognised certificate of compliance (i) was issued for my (entity's) access or (ii) covers the
terms of this access to the genetic resource(s) and traditional knowledge associated with genetic resources.

Unique identifier of the internationally recognised certificate of compliance * : @

“

Select an IRCC @

Permit of type: [EEERRGTER
| have an internationally recognized certificate of compliance (IRCC)
| have a national permit

11. WhatifI utilised more than one genetic resource in my
product?

in the given product. The same applies to result of utilisation and outcome of utilisation.

Similarly as with regard to research project, there are different situations possible:

If multiple genetic resources are covered by one permit (first scenario above), information about
genetic resources should be entered in the field “Description of the genetic resources or traditional

[1  multiple genetic resources utilised in a product® are covered by the same permit;

O multiple genetic resources utilised in a product® are covered by different permits

from the same providing country;

O multiple genetic resources utilised in a product!! are covered by different permits

from different providing countries;

knowledge associated with genetic resource” (see also below, no 16).

10

11

Or result of utilisation or outcome of utilisation
Or result of utilisation or outcome of utilisation

Or result of utilisation or outcome of utilisation




In the other two scenarios (genetic resources are covered be different permits, be it from the same
providing country or from different providing countries), information about such resources needs to
be added. When you use the button “Add to the declaration” under the heading “Number of permits
you want to add”, the system will then automatically create all additional fields that need to be filled
in.

Information on exercise of due diligence

l You can add to your declaration one or more permits (IRCC or equivalent). One permit can cover one or more genetic l
resources.

You added 2 permit(s) to your declaration. Please select the type and fill in the information. EEGHENE —

Permit of type: rl have an internationally recognized certificate of compliance (IRCC) l e

An internationally recognised certificate of compliance (i) was issued for my (entity's) access or (ii) covers the
terms of this access to the genetic resource(s) and traditional knowledge associated with genetic resources.

Unique identifier of the internationally recognised certificate of compliance * : @

Select an IRCC @

Permit of type: [IEE A0 ER o

| have an internationally recognized certificate of compliance (IRCC)
| have a national permit

12. When exactly do I need to submit a due diligence
declaration at the second checkpoint (final stage of
development of a product)?

According to the Commission Implementing Regulation, the due diligence at the final stage of
development needs to be filed prior to the first of the following events occurring:

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

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

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

o The result of the utilisation is sold or transferred in any way to a natural or legal person
within the Union in order for that person to carry out one of the activities referred above
(market approval, notification, placing on the market...);



e The utilisation in the Union has ended and its outcome is sold or transferred in any other
way to a natural or legal person outside the Union.

Users of genetic resources thus need to determine which of the above applies to their situation. The
first three events are linked to the placing of a product on the market. Some products require
market approval (for example pharmaceutical products); for some, a notification needs to be made
(for example for cosmetic products); others are placed on the market without market
approval/authorisation or notification (for example, a new variety of an ornamental plant). The
declaration needs to be submitted prior to placing the product on the market, making the
notification or seeking approval/authorisation, as the case may be.

The fourth and fifth events are not directly linked to the placing of a product on the market (or the
intention to do so). In the fourth case, the result of utilisation is sold or transferred to another actor
in EU and it is the intention of that actor to place the product on the market but he/she no longer
carries out utilisation (and hence is not in scope of the Regulation). In the fifth case, the outcome of
utilisation leaves the EU; it may allow for manufacturing of the product without further utilisation, or
the outcome may still be subject to further research and development, which however, takes place
outside of the EU. Both in case four and five, the declaration needs to be filed by the last actor in
the value chain that performed utilisation in the EU and before the result or outcome of utilisation is
transferred.

More detailed explanation of the two events can be found in the Guidance document on scope... in
section 4.2.



Content of the due diligence declaration

13. What information should be provided in the field “Subject
matter of the research or identification code of the grant”?

Information on the subject matter of the research should be provided; the project title and a brief
description will be sufficient for that purpose. Alternatively, a code should be given; such code is
usually assigned by the funding agency by which the grant can be clearly identified and information
on the subject matter of the research can be found.

This information — transmitted through the ABS Clearing House or, if essential information is
confidential, directly to the providing country’s authorities - will allow the providing country to
check whether the use of the genetic resource is in conformity with the prior informed consent and
mutually agreed terms, and that benefits are shared in accordance with MAT.

14. What information should be provided in the field “Name of
the product”?

A name should be provided which allows identifying both the type of the product in question (for
example facial cream, plant variety, etc.) as well as the specific product by its brand or other name
which allows unequivocal identification, (e.g. in case of a plant variety, its denomination or
commercial name).

As in the case of research grants (no. 13 above), the information provided will allow the provider of
the genetic resource to check whether the use of the genetic resource is in conformity with the prior
informed consent and mutually agreed terms, and that benefits are shared in accordance with MAT.

15. What is the “Place of access”?

“Place of access” refers to the provider country. Provider country should be understood as country
of origin of the genetic resources or any (other) Party to the Protocol that has acquired the genetic
resources in accordance with the Convention. If a genetic resource was accessed directly in a
provider country, then the place of access is that country.

If a genetic resource was accessed indirectly from an intermediary, such as an ex-situ collection not
located in a provider country, then the place of access is still the provider country and not the
country in which the intermediary is located. In short, “Place of access” always refers to the provider
country.



16. What information needs to be provided in the field
“Description of the genetic resources or traditional knowledge
associated with genetic resource”?

This refers to information which will allow the provider country to identify the genetic resource or
traditional knowledge associated with genetic resources; the unique identifiers should be used
wherever they are available.

It is advised to use terms from the original permits. For example, if a permit concerned 10,000
unsorted arthropods, it will be helpful if the information in the due diligence declaration referred
also to 10,000 unsorted arthropods even if only one of them was utilised; the user could refer then
in the due diligence declaration to the particular genetic resource used, i.e. “Curculio oblongus, one
of 10,000 unsorted arthropods”. This will facilitate the work of competent authorities of the
providing countries. Reference only to one particular genetic resource (in this case “Curculio
oblongus”) would likely trigger a clarifying request on behalf of the providing country.

The information provided in the field “Description of genetic resource” can refer to biota at any
taxonomic rank (species, genus, family etc.), which may carry a taxonomic name. It may also include
a reference to the location where material was collected. It may also be possible to identify a genetic
resource through reference to a voucher specimen or fields notes held in an identified archive or
collection.

17. Whatis an “Identifier of access permit”?

A number or other code used by the issuing authority to identify the permit.

18. Whatis an “Equivalent of an access permit”?

Parties to the Protocol may have specific rules for different types of access to their genetic
resources. For example, they may require access permits only for the utilisation in the
commercialisation phase, whereas in the non-commercial utilisation only a notification or
registration may be required. Such notification or registration is considered to be equivalent to an
access permit, as it also constitutes an access requirement. As such, this also needs to be reported in
the due diligence declaration.



19. What s an “Entity which granted prior informed consent”?

Depending on national legislation of the provider country, prior informed consent (PIC) may be
granted through a decision issued at governmental or regional level. It is also possible that countries
delegate the authority to issue PIC to local communities. Who is responsible for granting prior
informed consent is defined in the legislation of the provider country.

The information about entities which at some point granted prior informed consent is retrieved by
DECLARE from the ABS Clearing House and can be seen in a drop-down menu. If the entity which
granted PIC for the genetic resource covered in the particular DDD does not have a corresponding
record on the ABS Clearing House, such record needs to be created.

Person or entity who granted prior informed consent®: (i ]

Add new

] Confidential

Person or entity to whom the prior informed consent was granted™: o

[l Confidential

20. Whatis an “Entity to whom the prior informed consent
was granted”?

This is the entity which received the permit (prior informed consent).

As with regard to the entity which granted prior informed consent (no. 19 above), a list of these
entities is retrieved by DECLARE from the ABS Clearing House. If the entity which obtained PIC in a
particular case does not have a corresponding record on the ABS Clearing House, such a record
needs to be created.

21. Whatis a “Direct source of genetic resource”?

This is the person or legal entity from whom the user obtained the genetic resources directly, i.e. the
previous actor in the value chain. If a genetic resource is obtained directly from the provider country,
the name of the country should be provided. If a genetic resource is obtained from a collection, the
details of the collection need to be provided. If a genetic resource is obtained from a different user
in the value chain, contact details of that user need to be provided.



22. Whatis a “Registered collection”?

The EU ABS Regulation provides for collections of genetic resources to become registered when
certain criteria (set up in the Regulation and further specified in the Commission Implementing
Regulation) are fulfilled. According to the Regulation, a user who obtains a genetic resource from
such a registered collection is considered to have complied with the duty of being duly diligent in
relation to seeking information. Other obligations, including to submit a due diligence declaration,
remain applicable.

For the moment (July 2017) there are no registered collections in the EU. If and when any collections
have been registered, those will be listed on the ABS website of the Commission.

23. Whatdo I markinresponse to the question on restrictions
in mutually agreed terms?

There are three possible ways to answer the question on possible restrictions in the mutually agreed
terms limiting the possible utilisation of genetic resources (or traditional knowledge associated with

”n . n ” n

genetic resources): “yes”, “no”, ” not applicable”.

Where no mutually agreed terms have been established, “not applicable” should be selected. If
there are restrictions in the mutually agreed terms concerning utilisation and allowing, for example
only non-commercial utilisation “yes” should be selected. If there are no restrictions in mutually
agreed terms, “no” should be selected.

24. What if my product falls within more than one category
and the system allows ticking only one?

Tick the box “other” and specify.

25. What do I enter in the fields “Date” and “Place” at the end
of the declaration?

“Date” is the date on which the declaration is submitted, just as it would be done when submitting a
declaration in writing. The date is automatically filled in by the system.

“Place” is the location where you are when you submit the declaration, just as it would be done
when submitting a declaration in writing.



Other considerations

26. Who can see my declaration?

The non-confidential information in a due diligence declaration can eventually be seen by anybody,
as they are transferred to the ABS Clearing House and thus made public. Prior to transmission of the
information to the ABS Clearing House, the non-confidential information can be seen by the relevant
competent authority (to whom the user submitted the due diligence declaration), by the
Commission (when the due diligence declaration is validated by the competent authority) and by
other EU competent authorities (in cases where a product is put on the market of more than one
Member State).

27. What will happen with confidential information?

Confidential information included in a due diligence declaration in DECLARE can be accessed by the
other members of the same user’s “organisation” (see no. 8 above) and by the competent
authorities to whom the due diligence declaration is submitted. These are the only entities which
can see confidential information. Other competent authorities (for example from other EU countries
where the product is put on the market) or the European Commission cannot see the confidential
information. Confidential information is also not transferred to the ABS Clearing House.

In some situations information might be indicated as confidential in a due diligence declaration while
being crucial for creating a “checkpoint communiqué” (see no. 3 above), for example the place of
access). Such due diligence declarations will not be published on the ABSCH as they do not allow
provider countries to identify their genetic resources. In such a situation, the competent authority of
the EU Member State where the due diligence declaration is submitted will contact directly the
provider country to supply information about its genetic resources (see Article 7(2) of the
Commission Implementing Regulation). This information will allow the provider country to check
whether the use of the genetic resource is in conformity with the prior informed consent and
mutually agreed terms, and that benefits are shared in accordance with MAT.

28. Whatis the basis for confidentiality?

The Commission Implementing Regulation requires that, when information is indicated to be
confidential, reasons are provided for declaring such confidentiality.

Article 7(5) of the Regulation indicates that 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. This interest might
be in particular related to information on genetic resources or their utilisation.



Users are advised to address confidentiality for relevant aspects of the agreement when negotiating
the mutually agreed terms with the provider country.

29. Why s there a field for translations in the due diligence
declaration?

The information submitted to the ABSCH needs to be in one of six UN languages, three of which are
also official EU languages (i.e. English, French, and Spanish). When users submit due diligence
declarations in other languages, they are encouraged to provide translations into one of the three
UN languages used in the EU. The declarations can be also submitted if no translations are provided.

If information is considered to be confidential, it is not foreseen to provide translations, as this
information will not be transferred to the ABSCH.

30. Isadeclaration still required if a provider country did not
require the establishment of mutually agreed terms?

Yes. If other conditions for applicability of the Regulation are met, the declaration needs to be filed
in even if mutually agreed terms have not been negotiated. Some provider countries may not
require establishment of mutually agreed terms whereas obtaining prior informed consent may still
be obligatory.

It is also possible that a country requires establishment of mutually agreed terms but does not
require obtaining of an access permit. A due diligence declaration is also required then.

A due diligence declaration is also required when a country just requires a notification or registration
of the fact of access, as this constitutes an equivalent of an access permit.

In short, due diligence is required when a provider country put some legislative or regulatory
requirements concerning access, whatever they might be.

31. Why s Part B not transferred to ABS Clearing House?

The Commission Implementing Regulation requires that information from Part A but not from Part B
of Annex Il and Il is transferred to the ABS Clearing House. The information collected in Part B is
relevant rather for the implementation of the Regulation in the EU and will assist the competent
authorities in carrying out potential checks on users.



