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Note for the users

This user guide has been updated on 26 June 2024 to take into account the latest system enhancements.

e The layout and look & feel of the Connect.EFSA portal has been aligned with the other EFSA portals and websites, such
as OpenEFSA and the EFSA website. Users find new colours and menus, redesigned sections and improved access to
useful resources, frequently asked questions and to the Ask a question service.

e Business operators, laboratories and their third parties/consultants registered in Connect.EFSA find pre-application IDs
and the notification of studies database in a new pre-submission activities main page, accessible simply by logging in.
The new pre-submission activities main page is also available from any point of the Connect.EFSA by browsing to the
top menu bar and selecting “More”.

e The pre-submission activities page has been enriched with help texts. Users are therefore guided to the correct
section in case they need to create a new pre-application ID, manage existing ones or access the notification of studies
database.

"), Some editorial changes have been introduced to further clarify the existing content.
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1. Actors of the Process

The process for managing the Notification of Studies process might involve up to
two types of actors:

Business Operator/Consultant (orange)

Laboratory /Consultant (green)

For ease of reference through this Guide, the two roles are visualised by the
respective colour stripe on the left-hand side of slides.



1. Actors of the Process

: these users belong to an organisation qualified as
Applicant. They create and manage their studies in Connect.EFSA. Business operator, third
party/consultant can both notify and co-notify studies. In order to perform these actions, they need

to be registered as Applicant. Business operator can extend the power to complete such tasks to a
E 3

. : these users belong to an organisation qualified as Laboratory.
L= They create and manage their studies in Connect.EFSA. Laboratories, third party/consultant can both

4 “ notify and co-notify studies. In order to perform these actions, they need to be registered as
Laboratory. Laboratories can extend the power to complete such tasks to a

*When an organisation works as business operator and also as a laboratory or works on behalf of both business operators and

laboratories, when performing the notification of studies process it can decide whether to act as an Applicant or as a Laboratory.
This will be furtherly explained in the next slides.



1.1 Account qualification

Users registered on Connect.EFSA can be qualified to conduct pre-submission activities as applicant or as
laboratory or both.

These qualifications are assigned by EFSA according to the needs of the users at the time of the registration.

Applicant only: organisations such as business operators. They act as potential applicant conducting pre-
submission activities linked to a future application for a regulated product in a specific regulated area. These
organisations can create pre-application IDs, studies from a pre-application ID, notify and co-notify studies.
The same qualification is assigned to consultants working on their behalf.

Laboratory only: organisations such as laboratories/external testing facilities. They act as laboratories
conducting studies commissioned by business operators. These organisations can only create, notify and co-
notify studies from the notification of studies database section. The same qualification is assigned to
consultants working on their behalf.

Applicant and Laboratory: organisations such as business operators, laboratories, and their consultants,
which act in different roles depending on the pre-submission activity. This qualification combines the above.
In this context, the system does not allow a business operator to operate as consultant for the laboratory to
which it has commissioned the study. 9



1.2 Notification of Studies: process overview

uﬁ i *

Study creation —>| Study notification

Laboratory/Business
operator
Co-notifies studies, i.e.
the co-notifier user

|
)

Business
operator/Laboratory
Creates and notifies

studies, i.e. the notifier
user

Study co-
notification

>

30 days

The notification of studies process involves two main actors: the notifier (user who starts the process) and the co-notifier. The notifier can
be either a business operator or a laboratory and the co-notifier can be respectively either a laboratory or a business operator (depending on
who inserted the notification).
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Accessing Connect.EFSA

#Connect.EFSA



2. Access the Connect.EFSA portal

Business operators and Laboratories, and their third parties/consultants before starting to conduct pre-
submission activities should self-register an account on behalf of their organisation by following the
instructions available in the Connect.EFSA registration user manual and identifiable by a pink banner on
the left-hand side of the slides.

Registered users from Business operator and/or Laboratory organisations can
access Connect.EFSA portal from their "trusted” devices via the following link: .
https://connect.efsa.europa.eu/RM =i

12



https://connect.efsa.europa.eu/RM/s/login/SelfRegister
https://www.efsa.europa.eu/sites/default/files/2023-12/user-guide-registration-form-connect.pdf
https://connect.efsa.europa.eu/RM

2.1 Accessing pre-submission activities

From the home page of Connect.EFSA users can access the pre-submission activities page in two ways:

1. before logging in, by clicking on ‘More’ and then selecting ‘Pre-submission activities’
2. after logging in

Othersites EFSA OpenEFSA  EFSAJoumnal [EesiiitTes

More A Q Log in/Register

Pre-submission activities

Welcome to R L
Connect EFSA

Interact with EFSA in different ways: submit comments through public consultations, ask questions, and request access to

wefso B CONNECT Home Consultations Ask a question

documents. Sign up to access additional features and to perform pre-submission activities.

wefsq B CONNECT Home Consultations Ask a question More v Q A 0
Login/Register

Connect EFSA

Interact with EFSA in different ways: submit comments through public consultations, ask questions, and request access to

Opeh public consultations

Public Consultation Number Title documents.
PC-0304 Test 1906 single files
PC-0293 CHG0035413 file & link
v I Click on the button to access your Pre-submission activities page.
iew Al
Ask a question
EFSA is at your disposal to answer questions about EFSA's generic mandates, applications for regulated products, public access to documents, career opportunities and much
more.

13



2.2 The pre-submission activities main page — Applicant view m

Consultations Ask a question More ~ Q A O

Wefsamconnect Home

Pre-submission activities

Quick buttons to create a new
New pre-application ID Reporis pre-application ID or access the
report section.

This page contains help texts and useful
links to guide the user across the available

In this section you can manage pre-application IDs and study notifications, access reports related to your pre-submission activities fu nctiona“ties_
and have an overview of all your submitted applications.

Welcome John,

Pre-application IDs Notifications of studies Current applications
Create pre-application IDs, request general pre- dﬂtabase View your submitted applications once they have been
submission advice, create and submit study notifications, received by EFSA and assigned to an EFSA's question

Access the lists of study notifications created by your number.
organisation or shared with you by other organisations.

and create and submit a list of intended studies for
renewal applications.

Frequently asked questions Useful resources
Does EFSA suggest consultancy companies for preparing and submitting an Connect EFSA registration manual &
application?

User guide on pre-application ID 7

Where do | find the DAR (Draft Assessment Reports) application tool and related files?
User guide on notification of studies &

| have submitted an application for evaluation by EFSA. How can | check the status of
my application? EFSA’s catalogue of services for applicants & 14




2.3 The pre-submission activities main page — Laboratory view

@efsc B CONNECT Home Consultations Ask a question More s a a G

Pre-submission activities

Quick button to access the

notification of studies
database section. This page contains help texts and useful links to

Welcome John! guide the user across the available functionalities.

Notification of studies database

In this section you can manage study notifications related to studies commissioned to your organisation. You can access the list of study notifications requiring a co-notification
by your organisation or directly notified by your organisation, and you can also notify a new study.

Frequently asked questions Useful resources
Does EFSA suggest consultancy companies for preparing and submitting an ConnectEFSA registration manual 7
application?

User guide on pre-application ID &7

Where do | find the DAR (Draft Assessment Reports) application tool and related files?
User guide on notification of studies 7

| have submitted an application for evaluation by EFSA. How can | check the status of

my application? EFSA's catalogue of services for applicants @

Do | need to pay for EFSA's scientific evaluation and EFSA's pre-submission activities?

Are the requirements the same for all feed additive applications?

View all questions 15




Notification of studies

#Connect.EFSA




3 Study creation — Account type: Applicant

QEFSQECONNECT Home Consultations Ask a question More Q A 0

Pre-submission activities

New pre-application ID Reports

Welcome John,

In this section you can manage pre-application IDs and study notifications, access reports related to your pre—submissiorl Business operators must always Smelt StUdy notlflcatlons

and have an overview of all your submitted applications. Within a pre-app“cation ID. Only in the foIIowing
exceptional cases, users should create and manage study

Pre-application IDs Notifications of studies notifications from the notification of studies database

Create pre-application I1Ds, request general pre- database section:

submission advice, create and submit study netifications, . . . .

and create and submit a list of intended studies for Access the lists of study notifications created by your . Notification of studies requested durlng

renewal applications. organisation or shared with you by other organisations. admissibility/validity check in the cases where pre-

submission activities where not conducted and therefore

T | no pre-application ID was available.

= Notifications of studies performed during risk
assessment on request of regulatory authorities in the

The user access this section to create When needed, in this section the L L

a new study notification from a pre- user may decide to create a new cases where pre-submission act|V|t|es: where not
application ID. study notification not linked to a pre- con.ducted and therefore no pre-application ID was
From this section the user can also application ID. available.

notify/manage studies associated to
already existing pre-application IDs.

17




3.1 Study creation (from pre-application ID) — Account type: Applicant

In order to conduct pre-submission activities, including the notification of studies, potential applicant must firstly create a
pre-application ID (see Article 4 of the EFSA Practical Arrangements on pre-submission phase and public consultations).

Pre-appllcatlon ID Click this button to create a new pre-application ID.

New Pre-application ID

From every page, users can identify where they are within the portal through this

I Pre-submission activities / Pre-application ID Iq—l_ bar.

In this page you can see the details of your pre-application ID, its related records and perform the following actions:

- Create a pre-application ID to link all your pre-submission activities in support of your future application This box provides instructions to help the
+ Access and review all the pre-submission advice, i.e requests for general pre-submission advice and pre-submission advice on renewal .. e e

+ Accese and review all intended studies user to conduct pre-submission activities.
- Access and review all lists of intended studies for renewal applications
- Access and review the components section

Pre-application ID Pre-submission advice Intended studies List of intended Studies Components

My Pre-Application IDs *

| |
50+ items = Sorted by Created Date + Filtered by All pre-application ids - MyPreapplication I Q Search this list... II
Request Name v | ID w | Food Domain w | Application Type v | Authorisation Type v | Contact Name - | Created Dlate o
I 1 Renewal test RTYU IEFSA—ID—2024—000952 GMO Application for renewal o.. Food and Feed - Requlati.. Betty Cook 10/06/2034 11.... E]
l v
Click on the request name of an existing pre- Here the user can search for a specific pre-application ID.

application ID to access the corresponding
page and view the study notifications

associated, if any. 18



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

3.1 Study creation (from pre-application ID) — Account type: Applicant

Pre-submission activities / Pre-application 1D / Pre-application ID detail page

Pre-Application ID
New application for FGH

Edit

New Study

Add Studies | »

o The user can use these buttons to create new

EFSA-ID-2024-000951

Details History

study notifications or add existing notified/co-
notified studies to a pre-application ID, or to
perform further actions on the pre-application ID.

Request Mame 19}

Mew application for FGH EFSA-ID-2024 =777
Business Operator Contact Mame

ABC Company Betty Cook

~ Details

Subject Of The Application )

Food Domain

Mew application for FGH Movel Foods 4
Mote @ Authorisation Type
Movel Food Application s’
Application Type
New Novel Food 4

~ Creation Details

Created Date

are shown in this section.

Study notifications associated to the pre-application ID

Pre-Application Operations

* Use the New Study button to create new Study records

¢ Use the Add Studies button to add notified and or co-notified
studies

* Use New List button to create a List of Intended Studies for
renewal (only for renewal applications)

s Add additional parties to this Pre-Application ID using the Share
With button

s Use the Add Compoenent button to add one or more components
to this Pre-Application ID

s Request a General Pre-Submission Advice by using the Ask
GPSA button

s Use the Delete button to delete your Pre-Application ID (certain
conditions apply)

Add Component

a Subject of the Application: Components (0)

:I m Study Notification (0)

19



3.1 Study creation (from pre-application ID) — Account type: Applicant

I New Study I

New Study

able to edit it later.

* Study Title

The user selects New Study and fill in
the fields, then clicks Next to create
a new draft study and link it to this
pre-application ID.

To create a new study, fill out the mandatory fields (marked with a red asterisk).
Please note that you are only creating a draft version of the study and will still be

Complete this field.

Stwidy Title - English Name @)

*Business Operator B

[ﬂ Luckystones_test

Laboratory

[ Search Accounts...

New Study

button below.

\ 4

Go to New Study

A new Study has been created in Draft status. You can access by clicking on the

To return to your Pre-Application ID, simply click on Next.

Study Motification (4)

The study created appears in the
Study Notification section available
in the page of the pre-application ID.

Study Title EFSA Study Iden... Status

Study Withdrawn

Test Share wit... EFSA-2022-0000.. Draft

Test Share wit... EFSA-2022-0000.. Draft

(+)
(v)

an account relationship).

The user must indicate the business operator carrying out or commissioning the study. By default, it is the same user organisation as indicated in the pre-
application ID. When creating the notification (and only at that stage), it is possible to edit the “Business Operator” field and indicate the actual business
operator for that specific study notification. To do so, this entity should establish a relationship “on behalf of” with the third party/consultant (see Create

The user can also indicate the laboratory commissioned to conduct the study. This information can be revised also at a later stage. 20




3.1 Study creation (from pre-application ID) — Account type: Applicant

I Add Studies I Click on Add Studies and use the search bar to find a study record. It is possible to select one or more
study records the user would like to add to the pre-application ID. To continue click on Next.
add.Studies to Pre-Application ID
l Only notified and co-notified
Selected Studies: 2 studies can be added to the pre-
EFSA—2023-00001617 x]@ EFSA-2023-00001593 x | a p p I |Cat|0n I D
[F] Study Number ~ | Name ~ | Status v | Food Domain ~ Created Date %
[0 EFSA-2024-00001762 Study Title 98955191 Notified Feed Additives 8-Feb-2024 Added Studies appear in the Study
EFSA-2023-00001617 Study Title 78372026 Notified Feed Additives 20-Mar-2023 .. . . . .
EFSA-2023-00001593 Study Title 24254589 Co-Notified Animal Health 20-Mar-2023 NOtIflcatlon SeCtlon avallable In the
[0 EFSA-2023-00001597 Study Title 89219473 Co-Notified Animal Health 20-Mar-2023 page Of the pre'app“cation ID.
Study Notification (3)
Study Title EFSA Study Iden... Status Study Withdrawn
TR_testQ_Stud EFSA-2022-0000... Motified E]
i ' Study 123 EFSA-2022-0000... Motified E]
Next .
Studyto co-not... EFSA-2022-0000.. Co-Notified E]
Add to View All
A

Selected Studies: 3

21




3.1 Study creation (from pre-application ID) — Account type: Applicant

A draft study notification appears as in the image below. From this point onwards, all the steps to manage and notify a study are
the same whether the study has been created from a pre-application ID or from the notification of studies database section.

n Study - - -

& Study TJP [ Edit ‘ Printable View Select operation
EFSA Study Identification Status Study Withdrawn

EFSA-2023-00001727 Draft Study Status Tracker

This Study has been saved as a draft. When ready, please click on ‘Select

Details History Operation’ button and then Notify in the right-hand corner.

Study Title The following fields MUST contain a value before notification:
Study TUP
Study Title (English Name)@ Main section: Study Title - Study Starting Date - Study Planned Completion
Study TUP Date
Study Starting Date Study Planned Completion Date Study Scope section: Study Type - Food Domain - Authorisation Type -
Application Type - Study International Standard Certification - Study Objective
Submitted to Internal Testing Facility@ Justification for Delayed Notification@® - Study Test Item - Components (Where appl|cab|e)
Please note that all the fields related to the co-notifier and the field 'Submit to
v Business Operator & Laboratory Details Internal Testing Facilities' can be filled in while performing notification.
Business Operator@ Laboratory@ You can access the list of all available Study Types and Guidelines below:
ABC Company Spa All Study Types
Business Operator Email Laboratory Email All Study Guidelines

n7ocenmatlantic-technnlnniee com

This section is dedicated to components. [ Testitem: components (0) (o]

> Study Scope

> Study Design (Mandatory only for Renewal Request)

> Study Notification Details

> Intended Study ID (if applicable)
Pre-Application ID(s) (1)

This section shows the pre-application
ID(S) tO Which the Study iS “nked' Request Name Record Type Link to Study: Create...

L. List of Studies for P
Renewal application ... 09/09/2023 22.15 (+) 22
Renewal )




3.2 Study creation (from notification of studies database) — Overview

Account qualifications.

New!

Notification of studies database

Pre-submission activities / Notification of studies database

From this page, you can create a new study notification. Once you have created your new study, you can continue to
edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an email alert.

Create a new study

I In draft Notified To correct co-notifier Wrong co-notifier To co-notify Co-notified Co-notified by me Withdrawn Shared with on behalf of
m My Drafts ¥
50+ items + Sorted by EFSA Study Identification - Filtered by All studies - Status, Study Withdrawn, UserAccountid Q Search this list...
EFSA Study Identification T + | Study Title (Short) + | Business Operator ~ | Created Date v | Last Modified Date v

1 EFSA-2021-00000625 Study Title 53901459 ABC Company 22/06/202115.38 09/05/202415.12
EF5A-2021-00000626 Study Title 99314366 ABC Company 22/06/2021 15.39 09/05/202415.12
EFS5A-2021-00000669 Study Title 11281382 ABC Company 26/06/2021 9.00 09/05/202415.12 E]

The list views presented in this slide are available in the notification of studies database section and are the same for all the

In Draft: all your studies in Draft status.

Notified: all studies that have been submitted to EFSA
and pending co-notification by a laboratory.

To Correct Co-Notifier: all notified studies for which a
Co-notifier claimed to be wrongly selected and for
which correction of Co-notifier entity is required by
you.

Wrong Co-Notifier: all notified studies for which the
Co-notifier claimed to be wrongly selected and the
Co-notifier entity cannot be further modified.

To Co-Notify: all studies that are awaiting co-
notification.

Co-Notified: all the studies co-notified by the co-
notifier organisation.

Co-Notified by me: all studies have been co-notified
by your organisation.

Withdrawn: all studies that have been withdrawn.
Shared with me: all the studies that have been shared
with your organisation (read-only view)

On behalf of: all the studies for which you have on
behalf of access rights (read and edit).

23



3.2.1 Study creation (from notification of studies database) — Account type: Applicant

From the section notification of studies database, the user can create new studies and access those previously created or in which it is
involved. This is the normal view if the user has a business operator account qualified as Applicant. Special views are presented in the
next slides if the user’s business operator account is qualified both as Applicant and Laboratory.

Updated!

From every page, users can identify
where they are within the portal
through this bar.

I Pre-submission activities / Notification of studies dalabasel: | . . .
| Click here to create a new draft study notification.

From this page, you can create a new study notification. Once you have created your new study, you can continue to Create a new study
edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an email alert.

Notification of studies database

Search a record
In draft Motified To correct co-notifier Wrong co-notifier To co-notify Co-notified Co-notified by me Withdrawn Shared with On behal| . T
in this list.

m My Drafts ¥ J
50+ items * Sorted by EFSA Study Identification - Filtered by All studies - Status, Study Withdrawn, UserAccountid Q Search this list...

EFSA Study Identification T v | Study Title (Short) v | Business Operator v | Created Date v | Last Modified Date v

EFSA-2021-00000625 Study Title 53901459 ABC Company 22/06/2021 15.38 09/05/202415.12 E]
2 EFSA-2021-00000626 Study Title 99314366 ABC Company 22/06/2021 15.39 09/05/202415.12 E]
3 EFSA-2021-00000669 Study Title 11281382 ABC Company 26/06/2021 9.00 09/05/202415.12 E]
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3.2.1 Study creation (from notification of studies database) — Account type: Applicant

By clicking on New Study, the user will be asked to include the basic study information and the business operator name.

operator.

Pre-submission activities / Notification of studies database / New study

* If the notification is inserted by a
consultant, the business operator for which
the consultant is working ‘On behalf of’

_ _ o o o _ should be inserted in the field ‘Business

In the Business Operator field insert your own organisation or, if you are working as third party, the organisation for which you want to create the study.

— Operator’. This relationship must be firstly

established as explained in the Account

. relationship section.

Study Notification

Please fill in the following information to create a new study.

Study Title (English Name) @

*Business Operator @
[ Search Accounts... ql
Laboratory @
l Search Accounts... Ql
 — * The user can also indicate the laboratory

l l commissioned to conduct the study. This

ﬂ information can be revised also at a later

stage.

1. * sign means that the field is mandatory Click here to create the
2. © icon displays help text for that field. study notification record. 75




3.2.2 Study creation (from notification of studies database) — Account type: Applicant and Laboratory

When the user’s organisation is qualified both as Applicant and Laboratory, the user can decide between “Create a
new study as applicant” or “Create a new study as laboratory”.

From every page, users can identify

Notification of studies database iAo

through this bar.

| Updated!

»
<

Pre-submission activities / Notification of studies database I

From this page, you can create a new study notification. Once you have created your new study, you can continue to Create a new study (applicant)
edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an email alert.

Create a new study (laboratory)

On behalf of

Shared with

To correct co-nofifier To co-notify Co-notified Co-notified by me Withdrawn

Wrong co-notifier

In draft Motified

m My Drafts ¥ . . .
In each tab, the user can find studies according to
50+ items = Sorted by EFSA Study Identification - Filtered by All studies - Status, Study Withdrawn, UserAccount . .
the different stages of the process (i.e. Draft,
EFSA Study Identification T » | Study Title (Short) v | Business Operator Notified, Withdrawn, etc.).
EFSA-2021-00000625 Study Title 53901459 ABC Company 2Z2706/2027 15.38 0970572024 7572 [~]
2 EFSA-2021-00000626 Study Title 99314366 ABC Company 22/06/2021 15.39 09/05/202415.12 E]
3 EFSA-2021-00000669 Study Title 11281382 ABC Company 26/06/2021 9.00 09/05/202415.12 E]
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3.2.3 Study creation as Applicant (from notification of studies database) — Account type:
Applicant and Laboratory

By clicking on “Notify New Study as Applicant” the user is asked to

' Create a new study (applicant) ' include the basic study information and the business operator name.

Pre-submission activities / Notification of studies database / New study

* Insert the user’s organisation as business
Study Notification (o) pe rato r.

* If the notification is inserted by a
consultant, the business operator for which
the consultant is working ‘On behalf of’
should be inserted in the field ‘Business

4 Operator’. This relationship must be firstly

established as explained in the Account

relationship section.

Please fill in the following information to create a new study.

In the Business Operator field insert your own organisation or, if you are working as third party, the organisation for which you want to create the study.

* Study Title

Study Title (English Name) @

e A
Laboratory @
l Search Accounts... Ql . .
o * The user can also indicate the laboratory
[ | | | ) | commissioned to conduct the study. This
: information can be revised also at a later
stage.
1. * sign means that the field is mandatory Click here to create the
2. @ icon displays help text for that field. study notification record.
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3.2.3 Study creation as Applicant (from notification of studies database) — Account type:
Applicant and Laboratory

The status bar shows

| the record progress.

Study . . . . |
L Study RRR User can use these buttons to edit and get [“Select operation | ‘
a printable view of the study.
EFSA Study Identification Status STUay Witnarawi
EFSA-2023-00001728 Draft Study Status Tracker

This Study has been saved as a draft. When ready, please click on 'Select

Details History Operation’ button and then Notify in the right-hand corner.

Study Title The following fields MUST contain a value before notification:
Study RRR
Study Title (English Name)@ Main section: Study Title - Study Starting Date - Study Planned Completion
Study RRR Date
Study Starting Date Study Planned Completion Date Study Scope section: Study Type - Food Domain - Authorisation Type -
Application Type - Study International Standard Certification - Study Objective
; ) o T - Study Test Item - Components (where applicable)
Submitted to Internal Testing Facility@ Justification for Delayed Notification@ . .
Related lists: shows
Please note that all the fields related to the co-notifier and the field 'Subr
; ; Internal Testing Facilities' can be filled in while performing notification related reco rdS.
v Business Operator & Laboratory Details 9 P g .
|
Business Operator@ Laboratory@ You can access the list of all available Study Types and Guidelines below:
ABC Company Spa All Study Types
Business Operator Email Laboratory Email All Study Guidelines
“« H o
When the user select “Notify the study [ Testitem: components (0) e
. »” .
as Applicant”, the Business Operator
fields will be filled in with information of
) . .
the user’s organisation. s

L} Pre-Application ID(s) (0)

F3 share with (0) 28




3.2.4 Study creation as Laboratory (from notification of studies database) — Account type: Applicant and

Laboratory

Create a new study (laboratory)

By clicking on “Notify a New Study as Laboratory”, the user the user is
asked to include the basic study information and the laboratory name.

Pre-submission activities / Notification of studies database / New study

Please fill in the following information to create a new study.

Study Notification

Inthe Laboratory field insert your own organisation or, if you are working as third party, the organisation for which you want to create the study.

* Study Title

Study Title - English Name @

*Laboratory @

A

l Search Accounts...

q

Business Operator 3

Search Accounts... Q

Study Intemal Reference 1D (max 250 characters) A

l

Insert the user’s organisation as
laboratory.

If the notification is inserted by a
consultant, laboratory for which the
consultant is working ‘On behalf of’ should
be inserted in the field ‘Laboratory’. This
relationship must be firstly established as
explained in the Account relationship
section.

1. * sign means that the field is mandatory
2. icon displays help text for that field.

Click this button to create the
study notification record.

A

The user can also indicate the business
operator who commissioned the study.

This information can be revised also at a
later stage.
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3.2.4 Study creation as Laboratory (from notification of studies database) — Account type: Applicant and Laboratory

The status bar shows
the record progress.

Stud i
I User can use these buttons to edit and get T E— .
Study as Lab . . p
a printable view of the study.
EFSA Study Identification Status Study Withdrawn
EFSA-2023-00001729 Draft Study Status Tracker

This Study has been saved as a draft. When ready, please click on ‘Select

Details History Operation' button and then Netify in the right-hand corner.

Study Title The following fields MUST contain a value before notification:
Study as Lab

Study Title (English Name)@ Main section: Study Title - Study Starting Date - Study Planned Completion

Study as Lab Date

Study Starting Date Study Planned Completion Date Study Scope section: Study Type - Food Domain - Authorisation Type -
Application Type - Study International Standard Certification - Study Objective

Submitted to Internal Testing Facility@ Justification for Delayed Notification@ - Study Test Item - Components (where appllcable)

— Please note that all the fields related to the co-notifier and the field 'Submit to
Internal Testing Facilities' can be filled in while performing notification.

~ Business Operator & Laboratory Details

Business Operator@) Laboratory @ You can access the list of all available Study Types and Guidelines . .
oharma SPA All Study Types Related lists: shows
Business Operator Email Laboratory Email All Study Guidelines related reco I"dS.

> Study Scope G Test Item: Components (0)

> Study De

When the user select “Notify the study as a laboratory”, the Laboratory fields will
be filled in with information of the user’s organisation.
> Intended Study ID (if applicable)

> Study No

Pre-Application ID(s) (0)

) share with (1) 30




3.3 Study creation — Account type: Laboratory only
Users qualified as Laboratory only, mange study notifications from the notification of studies database section available
form the pre-submission activities main page.

Home Consultations Ask a question More

@Iefso B CONNECT

Pre-submission activities

Click this button to access the
Notification of studies database . . .
notification of studies database.

Welcome John!

In this section you can manage study notifications related to studies commissioned to your organisation. You can access the list of study notifications requiring a co-notification

by your organisation or directly notified by your organisation, and you can also notify a new study.
Updated!

Notification of studies database Click on “New study” to proceed with the
creation of a new draft study notification.

Pre-submission activities / Notification of studies database

From this page, you can create new Studies by clicking on the button directly below. Once you have created your [ New study

new study, you can continue to edit it until you are ready to submit it to the business operator who commissioned it.

The business operator will be notified of your submission.

In draft Notified To correct Co-Notifier Wrong Co-Notifier To Co-Notify Co-Notified Co-Notified by me withdrawn Shared with on behalf of

This list containesllaf vour etudiae in Praft ctatue llea tha caarch haron tha rinht to caa o filter your studies b)r another StatUS, click on the tabs above.

From every page, users can identify where they are
within the portal through this bar. -




3.3 Study creation — Account type: Laboratory only

By clicking on “New Study”, the user sees and can fill in the following form

[ e ]

Pre-submission activities / Notification of studies database / New study

* Insert the user’s organisation as

Study Nofification Ia bora tory
Please fill in the following information to create a new study. o |f the nOtiﬁcation iS inserted by 3
In the Laboratory field insert your own organisation or, if you are working as third party, the organisation for which you want to create the study. consulta nt' |aboratory for which the
* Study Title . .
S consultant is working ‘On behalf of” should
be inserted in the field ‘Laboratory’. This
4
Sty Tie-Engish Name. @ relationship must be firstly established as
explained in the Account relationship
2 section.
*Laboratory @
l Search Accounts... Q]
Business Operator h
Search Accounts... Q]
Study Intemal Reference ID (max 250 characters) 2 b The user Can a|SO indicate the bUSiness
| operator who commissioned the study.
: — soe | This information can be revised also at a
1. * sign means that the field is mandatory Click this button t ; later stage
2. @ icon displays help text for that field. IC IS button to create g€.

the study notification
record. 32




3.3 Study creation — Account type: Laboratory only

The status bar shows the

record progress.

Study . - ]

(LLJ] Study as Lab Edit | Printable View Select operation

EFSA Study Identification Status Study Withdrawn

EFSA-2023-00001729 Draft Study Status Tracker

User can use these buttons to edit and get
. . This Study has been saved as a draft. When ready, please click on 'Select
Details History a pl"lntab|e view Of the StUdy. Operation' button and then Notify in the right-hand corner.
Study Title The following fields MUST contain a value before notification:
Study as Lab
Study Title (English Name)@ Main section: Study Title - Study Starting Date - Study Planned Completion
Study as Lab Date
Study Starting Date Study Planned Completion Date Study Scope section: Study Type - Food Domain - Authorisation Type -
Application Type - Study International Standard Certification - Study Objective

Submitted to Internal Testing Facility@ Justification for Delayed Notification@ - Study Test Item - Components (where applicable)

. .
v Business Operator & Laboratory Details

Please note that all the fields related to the co-notifier and the field 'Submit to
Internal Testing Facilities' can be filled in while performing notification.

Business Operator@ Laboratory@ You can access the list of all available Study Types and Guidelines below:

Pharma SPA All Study Types
All Study Guidelines

Business Operator Email Laboratory Email

admin.efsa@atlantic-technologies.com

> Study s Related lists: shows
1Yo c Test Item: Components (0) related records

> Study Design (Mandatory only for Renewal Request) L

> Study Notification Details

> Intended Study ID (if applicable)

A

Pre-Application ID(s) (0)

The user sees the business operator and laboratory
information under the dedicated section. 3 share with (1)
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3.4 Study notification form - all account types: details and history tabs

Under Detail tab the user

— can find details of the
elalls TS toT Y .. .
J record divided into

Study Title .

Study TJP sections.

Study Title (English Name) @

Study TJP

Study Starting Date Study Planned Completion Date

Submitted to Internal Testing Facility@ Justification for Delayed Notification@

v Business Operator & Laboratory Details Under History tab the
Business Operator@ Laboratory@ user can see the Cha nges
Business Operator Email Laboratory Email made to the reco rd °

> Study Scope

y

> Study Design (Mandatory only for R Details | History !

> Study Notification Details

Study History (6)
> Intended Study ID (if applicable)

Date Field User Original Value New Value

09/09/2023 23.26 Study Planned Completion Date 29/09/2023 E]
09/09/2023 23.26 International Standard Certific... GLP E]
09/09/2023 23.26 Study Starting Date 06/09/2023 E]
09/09/2023 23.26 Study Guideline OECD Guideline 492 (Reconstr... E]
09/09/2023 23.26 Study Type Sediment toxicity E]
09/09/2023 22.15 Created. E]

View All
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3.5 Edit a draft study

The notifier (user who starts the notification process) can edit the draft study notification by clicking on the Edit button in the study
page. By performing this action, the user can insert all the needed information to prepare the study for the following notification step.

At this stage, with the study still in draft status, the user can revise and
change, if needed, the information about the co-notifier (laboratory
or business operator) from the co-notifier dedicated field.

Edit Edit

Fiease, use the fields below to update the study information. Please, use the fields below to update the study information.

* Study Title

* Study Title

Study X¥Z Study FGH

Study Title - English Name 0 Study Title - English Name )

Study XYZ Study FGH
i g
Laboratory Q) Business Operator )
g la Pharma SPA xl [a Consultancy Spa xl «
Stusy Staring Date © Study Planned Completion Date Study Starting Date @ Study Planned Completion Date
| ] | | &) | &
Edit view if the notifier is a Edit view if the notifieris a
business operator. laboratory.
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3.5 Edit a draft study

The notifier can edit the draft
study to insert all the
information required for the
notification by clicking on the
Edit button.

More details on the selection of a
Study Type and Study Guideline —
are showed in the next slide.

Edit

Please, use the fields below to update the study information.

* Study Title

Study XYZ

Study Title - English Name 0

Study X¥Z

P

Laboratory €@

B Pharma SPA b4

IA

Notifier can use these fields to write a study title up
to 300 characters long.

A

Notifiers can edit this information from the
edit box only when the study is in draft
status. After the study is notified, this field

Notifiers can search for a Study Type and a Study
Guideline by starting typing a name in the dedicated
field and clicking on the message “Show all results

Study Detailed Protocol )

Stwudy Starting Date o Study Planned Completion Date
(120002023 @ | | 21-0u2023 & |
disappears.
Study Scope
Study Type I: tlocdn
— la Dust Content X ] I l Feed Additives v ]
Tipe & name or All' to see all results. * futharisation Type
Intemitional Standard Certification € l Feed Additives v ]
o 1 for...” that appears below.
i Study Design B
Study Guideline !
la Other * l
Type a name or Al to see all results.
Study Design Description 5

Click Next to save the changes.
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3.5.1 Edit a draft study — Study Type and Study Guidelines

Users can search for a specific Study Type if known already.

If users do not know exactly the Study Type name, it is possible to search
for all the available values by typing “All” and press Enter.

Study Scope
Study Type Click on this message to see Study Scope
all the results of the search. Study Type Click on this message to see
Q, Show All Results for "tox" < | all Q all the results of the search.
n Toxicity To Aquatic Invertebrates Q. Show All Results for"all” < |
u Toxigenicity And Pathogenicity n Human Intervention Studies On Red...
n Touixcity To Sediment Dwelling Orga... u Hypersensitivity/Allergy And Food In...
u Extended One-Generation Reproduct... u n Vitro Studies On Residual Protein/...
n Fish Early Life Stage Toxicity Tes Study Type u n Vitro Studies On
tox Q,
n Allergenicity
Study Type
all Q
Study Types Study types can be sorted by Relevance
S0 Resuls feoned by Relevance or by Study Type Name. Click on the blue
STUDY TYPE NAME link to change the view. Study Types

50+ Resultz § Sorted by Relevance

Toxins/Virulence factors

Toxicity to terrestrial arthropods I Type need-

| |
Toxicity to terrestrial plants | The user searches and selects the Study

STUDY TYPE NAME

In Vitro Studies On The Stability Of Allergens In Foodtuffs

In Vitro Studies On Residual Protein/Allergens In The Food Ingredient

Toxicity to soil microorganisms

Toxicity To Soil Macro-Organisms

The same option is also available for the Study Guidelines field.

Hypersensitivity/Allergy And Food Intolerance

Human Intervention Studies On Reduced Risk Of Allergic Manifestations (Efficacy)
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3.6 Actions on a draft notification

: The notifier can perform several actions on the study notification
| _select operation | record by clicking the function button Select Operation in the upper
right corner of the page.

Please select one of the following actions to proceed.

1. Notify the study to EFSA indicating the co-notifier, i.e. a

Z'TQE Business Operator or a Laboratory

O Add Component 2. Add existing or new components

8 ;n::inh 3. Share the study notification with another organisation
O Delete 4. Delete the draft study notification

m The notifier should not use the withdrawn function for Draft
study notifications, as they can simply be deleted.
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3.6.1 Delete a study notification

The notifier can delete a study notification record only when its Status is Draft, and it is not related to any other
pre-application ID.

‘ l Select operation ] ‘—V Please select one of the following actions to proceed.

Select One;
O Notify Once the study notification is deleted,
O Aad Component “Share with” relationships and links to

() Withdraw

Components are deleted as well.

Share With
I Delete I

Study can be deleted only when its Status is Draft and it is Are you sure you wish to delete the Study?

not related to any other Pre-Application ID record.
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3.7 Component management - Add a component

The notifier can add a component to give information on the test item of the study.

Click on Select Operation on the right-hand of the study notification page.

It is possible to search for existing components in
Search for the Component you want to add to this record by the EFSA catalogue (PARAM). The search includes

Please select one of the following actions to proceed. ) _
using the search box below. Alternatively you can create a also the components already created by the user.

Select One: p new Component by checking the box Create New e ” . .
Q) ity Check “Add Component. See “View Component” section for details.
Add Component Component" and
* Component
C“Ck Next- |Search Com
; ponents... Q
8 zhlarfw'th Type at least three letters of the component name to
elete

[ Creete New Compenent find all the related results. To expand the search

| | results, click on “Show All Results for ...”.

Search for the Component you want to add to this record by using the search box below.
Alternatively you can create a new Component by checking the box Create New
Component.

* Component
Baci Q
Q, Show All Results for "Baci

Select one of the results and click on Next to continue. The Bacillus licheniformis FMCHOO1

RF-00011997-PAR

added component appears in the related list Test item: | e Bacillus subtlic FMCHO02
Components in the study notification page. S

Bacillus subtilis 1AB/BS03
RF-00012000-PAR

Bacillus subtilis RTI477
RF-00012007-PAR

Bacillus thuringiensis
RF-00012002-PAR
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3.7.1 Component management - Create component

If a component is not retrievable using the search function, the notifier checks the box “Create New Component” in the “Add Component”
dialogue box. The newly created component appears in the related list Test Item: Components in the study notification page.

Create Mew Component
) Click on Select Operation on the right-hand of the
Select operation e L. “ Component Details
I_I study notification page. o
*Type of Term
[ MNone :]
Please select one of the following actions to proceed. *Name
Select One: .
In the dialogue box that
(© 0 Comporert appears check “Add .
” s . Commen Names
() Share witn Component” and click Next. [ ]
(O Delete
Other Mames
N 4
1 g cas 9
Search for the Component you want to add to this record by e @
using the search box below. Alternatively you can create a
new Component by checking the box Create New
Component. L2
inchi €
* Component
[ |search Companents... Ql
I:I Create New Component | £
Additional Information
4
Fill in the “Component Details” form with the corresponding information. The fields
“Type of Term” and “Name” are mandatory. More details on the information required
by a certain field are showed by passing over the “i” icons. Click Next to continue. 42




3.7.2 Component management - Related list “Test Item: Components”

Users find the components associated to a study in the
related list “Test Item: Components”. For easier
identification of the listed components, additional fields
(e.g. Name, Type of Term, Origin) are available.

m Test ltem: Components (1)

Mame (short)

Type of Term Origin

Bacillus RER

Microorganisms Manua E] <

«

View All

Click on the name of the component
to open the corresponding details
page. More information in the
Section dedicated to the
Components details page.

The related list shows a limited
number of entries, users can click
on “View All” to expand the
related list box and view all the
associated components.

Click on pointing down arrow to
Edit or Delete the component
from the list. More information
in the Section dedicated to
Delete link to components.
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3.7.3 Component management — Other components box

Study

[ Select operation ]

L) TEST STUDY INTEGRATION TESTS | edit | printable view |
EF3A Study Identification Status Study Withdrawn
EFS5A-2023-00001713 Draft

Details History

Study Title

TEST STUDY INTEGRATION TESTS

Study Title (English Name )

Study Starting Date Study Planned Completion Date

Submitted to Internal Testing Facilityfy Justification for Delayed Metificationify

w Business Operator & Laboratory Details

Businezs Operatorif Laboratoryi

Businezs Operatar Email Laboratory Email

> Study Scope
> Study Design (Mandatory only for Renewal Request)
> Study Notification Details

> Intended Study ID (if applicable)

The field “Other Components” has been discontinued, users find the
information corresponding to this field in the Other components box under
the Test Item: Components related list. This information is read-only.

Study Status Tracker

This Study has been saved as a draft. When ready, please click on 'Select Operation’
button and then Notify in the right-hand corner.

The following fields MUST contain a value before notification:

Main section: Study Title - Study Starting Date - Study Planned Completion Date
Study Scope section: Study Type - Food Domain - Authorisation Type - Application
Type - Study International Standard Certification - Study Objective - Study Test tem

- Components (where applicable)

Please note that all the fields related to the co-notifier and the field 'Submit fo
Internal Testing Facilities' can be filled in while performing notification.

You can access the list of all available Study Types and Guidelines below:
All Study Types
All study Guidelines

ﬂ Test ltem: Components (2)

Name Origin
TEST STUDY INTEGRATION TESTS 00 Manual
TEST PAID INTEGRATION TESTS Component Manual
View All
Other components

This box displays (in read-only mode) previously recorded information from "Other
Components” field, which has been discontinued. Any new entry should be recorded within
Test item: Components” related list, via "Add Component” action under "Select Operation”.

component 1 and component 2
bla blab bla
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3.7.4 Component management - Delete link to components

The notifier can always remove components from the study notification record. By performing this action, the notifier
will delete only the link between the study notification and the component, not the component itself.

Studies / Study Title 53344847

Test ltem: Components

2 itemns + Updated a few seconds ago

Name (short) ~ | Type of Term ~ | Origin w
TEST PAID INTEGRATION TES..  Food additives Manual (+]
TEST STUDY INTEGRATION T...  Biogenic amines Manual Edit

.

Delete Link to Component

Are you sure you want to delete this Link to Component?

Cancel Delete

As a result, the component is removed from the related list
“Test item: Components” on the study notification page.
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3.7.5 Component management - View Components

All Components created by the user are listed under the tab “Components” in the pre-application ID main
page, and in the “My profile” page under “your organization information” section.

Pre-submission activities / Pre-application 1D

In this page you can see the details of your pre-application ID, its related records and perform the following acti

+ Create a pre-application ID to link all your pre-submission activities in support of your future application

+ Access and review all the pre-submission advice, i.e requests for general pre-submission advice and pre-:
+ Access and review all intended studies

+ Access and review all lists of intended studies for renewal applications
+ Access and review the components section

Pre-application ID Pre-submission advice Intended studies

List of Intended Studies I Components

0 My Components ¥

36 items + Sorted by Created Date - Filtered by All components - CreatedByMyAccount

Name (short) w | Type of Term v | Common Names

1 test 12/09 Biogenic amines

2 Bacillus RRR Microorganisms

Updated!

Your organisation information

Account

ABC Company 4 Follow ” New Contact

Manage Relationship

English Name
ABC Company

Parent Account
Luce Entertainment

Related

My components

My Components ¥
37 items + Sorted by Created Date - Filtered by All

components - CreatedByMyAccount

Q, Search this list...

Name (s.. ~ | Typeof T.. »» | Common... -~ | Other Na... ~~ | Create.. +

Lactobacillu.. Microorgani...

07/06/2024..

()

46




3.7.6 Component management - Details Page

The detail page of the component appears as in the image below. Information on the component
can be added/modified directly from this page only for components created by the user.

Submitted

v Infarmation

Component
Bacillus RRR
Term Code Term Status

Term Valid From

B Component History (1)

[ Printable View ‘ Delete l

Hamefd Type of Termi ) .
Bacillus BRR Microorganisms Date Field User Original Value  New Value
Commeon Mames Other Mames 12/09/z0z. Crested E]
View All
cas@ IUPACED
EC Number@ Flavis Numb=r@ PAIDs with this component (1)
Maolecular Formula@ Smiles Notation@ > o Request Name
EFSA-ID-2023-000914 Renewal application TJP E]
Zoo Labely Level of Details@) View All
nChi
Studies with this component (1)
Name [short)
Bacillus RRR Study
v Additional Information Study RRR (v]
Additional Informationi@ View All
Related lists of the component page: inform the user about the history of the component record (e.g. creation, editing
actions), and whether the component is associated to a pre-application ID or other study notifications. 47




3.7.7 Component management - Delete Components

From the detail page My Components the user can delete a component record by using the Delete
function button.

Delete
| Delete | This error message appears if the
N Component can be deleted only when it's private (i.e. entry previously inserted by Component is used in any other
you) and not used in any other records. record (|e pre-application IDs,

studies records).

To delete the component, the user
must firstly remove all the existing

Delete links with the other records.

v

Are you sure you wish to delete the Component?
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3.8 Account relationship

When a business operator or a laboratory wants to commission a third party/consultant to work on its behalf, the
following relationship must be established at the account level from the My profile page under “Your organization
information” section.

— User can click on the button Manage
aQ a O Updated! Relationship to create, modify or delete a
~ ! relationship with an organisation that works
My profil | Your organisation information | on its behalf.
My requests
Newsletter & email alerts ;ch‘g"gompany l + Follow ” New Contactm Manage Relationship !
Terms of use English Name Parent Account
ABC Company Luce Entertainment
Log out

Related I My components

Under Related tab, the user
can find the lists showing B contacts (6+) ‘
existing relationships.

Contact Name Email Qualifications ‘

Account To: list of organisations working on
behalf of the user.

Account From: list of organisations the user
is working on behalf of.

a Account Relationships: Account To (0)

a Account Relationships: Account From (0)
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3.8.1 Create an account relationship

Manage Relationship

Manage Relationship

Manage Relationship

\ 4

You can either establish a new relationship (or invite a third party to registerin
the portal), or update or delete a relationship that you have previously

Select the country in which the third party resides. Then click on Next.
* Country

Italy : l

"

established.

Please choose only one of the following options.

D Create a new account relationship

I |:| Modify an existing account relati::-nshipl

D Delete an existing account relationzhip

\ 4

Manage Relationship

Please choose ONE of the below organisations, or register a new one.

Choose an organisation to create a new relationship.
(O ACEL pharma s.r.l.

O Hercules Intelligence

(O Wizard Limited

Can't find the organisation you're looking for?
The user selects the Country

If the organisation you'd like to select does not ap a nd then Organisation to be

Select Next to continue with the guided procedure. The
system will give the user the possibility to select an optional
feature, see next slide.

registered in the portal. Please check the box belg

O would like to send them an invitation to register for EFSA's pi a d d ed a s CO n S u Ita nt .
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3.8.1 Create an account relationship

OPTIONAL FEATURE - During the creation of an account relationship, business operators and laboratories can agree on enabling a
selected third party/consultant to act as Notifier and Co-notifier, at the same time, of one or more studies. It is possible to modify
this choice at any time (see Modify account relationship(s) to know more details).

Manage Relationship Manage Relationship
Please choose ONE of the below organisations, or register a new one. By checking the below box, you are enabling the selected third party to act as
Choose an organisation to create a new relationship. notifier and co-notifier of a Stl.ldf.
() ACEL pharma s.r.l.
(O Hercules Intelligence Please note that this authorisation only applies to studies in which:
@© Wizard Limited - the third party works on behalf of both the notifier and the co-notifier
organisations
Can't find the organisation you're looking for? - the third party has already access to the study because it has been shared with
> its organisation.
If the organisation you'd like to select does not appear above, they are not
registered in the portal. Please check the box below to invite them to the portal.
[] !weuld like to send them an invitation 1o register for EFSA's portal. By leaving the box unchecked you will establish only "On behalf of " relationship.

- This option can be updated at any time by selecting "Manage Account
relationships”

E want to enable this organisation to act as notifier and co-notifier.

J Y

Check the box to enable the third party/consultant to perform
this action or continue without checking the box.
Click Next to complete the procedure.

Note: a practical example of how this feature works is given in the next slide. 52




3.8.1 Create an account relationship

Actors of the process:

- A business operator, e.g. “Business Operator”
- Alaboratory, e.g. “Laboratory”

- Athird party/consultant, e.g. “Consultant”

Scenario: “Business Operator” commissions a study to “Laboratory”. The

two parties decide to delegate to “Consultant” part or the entire process of
notification of studies.

Manage Relationship

By checking the below box, you are enabling the selected third party to act as
notifier and co-notifier of a study.

Please note that this authorisation only applies to studies in which:

- the third party works on behalf of both the notifier and the co-notifier
organisations

- the third party has already access to the study because it has been shared with
its organisation.

By leaving the box unchecked you will establish only "On behalf of " relationship.

This option can be updated at any time by selecting "Manage Account
relationships”

D want to enable this organisation to act as notifier and co-notifier.

How it works:
1.

The process works also if “Laboratory” starts the notification process.

“Business Operator” and “Laboratory” create an account relationship
with “Consultant”, and both enable this organisation to act as notifier
and co-notifier.

“Consultant” creates and notifies a new study record on behalf of
“Business Operator”.

“Consultant” co-notifies the study on behalf of “Laboratory”.
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3.8.2 Manage account relationship(s)

Created relationship will appear in the related list Account Relationships: Account To as shown below.

a Account Relationships: Account To (1)

Name Account Relationship Type

Solution Consulting works on behalf of ABC Company On Behalf Of E]

View All

@ Account Relationships: Account From (0)

Once relationship has been established at the account level:

1. The business operator can share single records with its third party/consultant (to know more see Share a study “On
behalf of”)

2. The third party/consultant can create pre-application IDs and perform all associated actions for the business
operator.
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3.8.2 Manage account relationship(s)

If the organisation that the user wants to create a relationship Manage Relationship Fill in the information

with is not registered in the system, it is possible to send an and click Next.

invitation to register by following these steps.

Please enter a name and an email address for the organisation you'd like to
register in the portal.

They will subsequently receive an email notification with a registration link.
Manage Relationship I
" First Mame
[ John Smith l
Please choose ONE of the below organisations, or register a new one.
Email

Choose an organisation to create a new relationship.

[ you@example.com l

Can't find the organisation you're looking for?

If the organisation you'd like to select does not appear above, they are not

registered in the portal. Please check the box below to invite them to the portal.

would like to send them an invitation to register for EFSA's portal. ¥

Manage Relationship

Success! You have sent the organisation an invitation to register for EFSA's
portal.

IMPORTANT: Please note that the relationship to your organisation will NOT be
automatically created when it has registered. Instead, you will need to manually

PIease note that the relationShip Wlth thIS Organisation is not add this relationship via the Manage Relationship button (the third party will be
automatically Created upon |tS registration The user needS to available in the list of organisations after they have registered).
create the relationship once the organisation is registered.

= -




3.8.3 Modify an account relationship

Business operators and Laboratories can modify the option that enables a selected third party/consultant to act as
Notifier and Co-notifier at any time.

Manage Relationship

Manage Relationship
_ * Choose an existing account relationship 1o edit.

(O GiveAdvice works on behalf of ABC Company Spa

ACEL pharma s ¢ works on behalf of ABC Company Spa Select the third party

l (O Consultancy Spa works on behalf of ABC Company Spa

Ma nage Re|aﬁ0nship (O Solution Consulting works on behalf of ABC Company Spa . H
> Business & Business works on behalf of ABC Company Spa Orga n |Sat|0 nnamea nd
() Pharma SPA works on behalf of ABC Company Spa click on Next.

{0 Honeydustries works on behalf of ABC Company

You can either establish a new relationship (or invite a third party to registerin

the portal), or update or delete a relationship that you have previously NB: If no account relationships appear, you have not created any account
established. relationships yet.

Flease choose only one of the following options.
=

D Create a new account relationship

Modify an existing account relationship I
4

D Delete an existing account relationship

Manage Relationship

Next
- By checking (unchecking) this box, you are enabling (preventing) the selected
third party to act as notifier and co-notifier of a study.

Please note that this authorisation only applies to studies in which:
- the third party works on behalf of both the notifier and the co-notifier organisations
- the third party has already access to the study because it has been shared with its organisation.

It is possible to grant or revoke this permission by
checking or unchecking this box.
Click on Next to continue.

want to enable this organisation to act as co-notifier I
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3.8.4 Delete an account relationship

To delete an existing relationship with an
organisation, follow these steps.

I Manage Relationship ]

Manage Relationship

Select the relationship
to delete and click

* Choose an existing account relationship to delete.

O GiveAdvice works on behalf of ABC Company Spa

(™) ACEL pharma s.r.l. works on behalf of ABC Company Spa
@ Solution Consulting works on behalf of ABC Company Spa

Manage Relationship

You can either establish a new relationship (or invite a third party to registerin
the portal), or update or delete a relationship that you have previously
established.

Please choose only one of the following options.

\ 4

O Pharma SPA works on behalf of ABC Company Spa
O Honeydustries works on behalf of ABC Company
(O Whirlwind Industries works on behalf of ABC Company

NB: If no account relationships appear, you have not created any account
relationships yet.

Next.

\ 4

Manage Relationship

|:| Create a new account relationship

|:| Modify an existing account relationship

I Delete an existing account relationship I

You have successfully deleted the relationship.

This organisation has been notified by email.

Click on Finish and refresh the page to return to your company details and view

your changes.

}




3.9 Share study

Business Operators and Laboratories can share single records with other organisations using the button “Share
With”.
The study notification record can be shared in two different ways:

* Relationship type: “On behalf of”. In this case the business operator/laboratory provides to the other
organisation the possibility to view, edit, notify and/or co-notify the shared study notification record. In order to
be able to perform this type of sharing, the user must establish an account relationship with this organisation

beforehand (see Create an account relationship)

* Relationship type: “Shared with”. In this case the business operator/laboratory involves another organisation in
the notification process and provides read-only access to the shared record. No previous actions are required to
perform this sharing.

Please select one of the following actions to proceed.

Select One:

() Motify

() Add Component
() Withdraw

O Share With I
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3.9.1 Share study “On behalf of”

Choose the Relationship Type “On behalf of” to enable the other organisation to see and perform actions on the study
notification record. The user searches and selects the organisation to share the record with.

Share With You have successfully shared this study with another

organisation. You can view your changes in the Share With
—| related list on the study page.

Please indicate the type of relationship you want to establish with another organisation (e.g. On
behalf of or Share With).

» |f you choose On Behalf of, you'll enable another organisation see and perform actions on

this study record.

NB: In order to be able to perform this action it is necessary to_establish the relationship with your
third party at organisation level. To do so, click on My profile and use the button Manage

Relationship. The organisation is added to the

« If you choose Shared With, you'll enable another organisation to see this study record. related lISt Share Wlth and can

now see and perform actions on
the study notification record.

You can only create one relationship at the time. B Share With (2)

*Relationship Type

[ o Behalt of . ] Account Name Relationship Type

Use the field below to search for the organisation's name. Fharma SPA Shared With E]
*Organisation Solution Consulting On Behalf Of E]
Solution Consulting X ‘ ‘ View Al ‘
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3.9.1 Share study “On behalf of”

If the Account Relationship with the third party/consultant has not been established beforehand, the system
returns an error message when the user tries to share a record with the relationship type “On behalf of”.

Share With

Please indicate the type of relationship you want to establish with another organisation (e.g. On
behalf of or Share With).

« |f you choose On Behalf of, you'll enable another organisation see and perform actions on
this study record.

NB: In order to be able to perform this action it is necessary to_establish the relationship with your third party at
organisation level. To do so, click on My profile and use the button Manage Relationship.

« |f you choose Shared With, you'll enable another organisation to see this study record.

Share With

You can only create one relationship at the time.

*Relationship Type You cannot do the sharing "on behalf of" with this organisation, because you did not establish a

relationship with it.
[ On Behalf of v ]
Use the field below to search for the organisation's name. R Please, either select:
*Q0rganisation :

Relationship type 'Shared With' (in this way the organisation selected will be able
to only view, but not edit the record), or
[ Solution Consulting X ] +  Enable a relationship with a third party. To do so click on My profile in the

navigation menu, click the button Manage Relationship and follow the
instruction.
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3.9.1 Share study “On behalf of”

The third party/consultant can find the studies shared with its organisation under the On behalf of tab.

Notification of studies database

Pre-submission activities / Notification of studies database

From this page, you can create a new study notification. Once you have created your new study, you can continue to Create a new study (applicant)
edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an email alert.

Create a new study (laboratory)

In draft Motified To correct co-notifier Wrong co-notifier To co-notify Co-notified Co-notified by me Withdrawn Shared with I on behalf of I
m My Drafts ¥
50+ items + Sorted by EFSA Study Identification - Filtered by All studies - Status, Study Withdrawn, UserAccountld [ Q Searchthis list... ]
EFSA Study Identification T v | Study Title (Short) + | Business Operator w | Created Date w | Last Modified Date o
EFSA-2021-00000625 Study Title 53901459 ABC Company 22/06/202115.38 11/06/202417.49 E]

The organisation (consultant) can:

1. Read and edit the study information

2. Notify and/or co-notify the study

3. View and add components

4. Share the study with other business
operators and laboratories (only with
relationship type “shared with”).
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3.9.2 Share study “Shared with”

Choose the Relationship Type “Shared with” to enable the other organisation to only see the study ID record.
Then, the user searches and selects the organisation to share the record with.

Share With
You have successfully shared this study with another
organisation. You can view your changes in the Share With
Please indicate the type of relationship you want to establish with another organisation (e.g. On — | related list on the study page.

behalf of or Share With).

« If you choose On Behalf of, you'll enable another organisation see and perform actions on m

this study record.

NB: In order to be able to perform this action it is necessary to_establish the relationship with your third party at
organisation level. To do so, click on My profile and use the button Manage Relationship.
» If you choose Shared With, you'll enable another organisation to see this study record. The o rganisation is added to the

related list Share With and can now
see the study notification record.

You can only create one relationship at the time.

*Relationship Type

[ Shared With v ]

|

Use the field below to search for the organisation’s name.

)] share with (1)

*(Qrganisation

[ Pharma X ]

Account Mame Relationship Type

Pharma SPA Shared With
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3.9.2 Share study “Shared with”

Notification of studies database

Pre-submission activities / Notification of studies database

From this page, you can create a new study notification. Once you have created your new study, you can continue to Create a new study (applicant)

edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an email alert.
Create a new study (laboratory)

In draft Motified To correct co-notifier Wrong co-notifier To co-notify Co-notified Co-notified by me Withdray Shared with on behalf of

m My Drafts *
50+ items + Sorted by EFSA Study Identification - Filtered by All studies - Status, Study Withdrawn, UserAccountld l Q Searchthis list...

EFSA Study Identification T ~ | Study Title (Short) » | Business Operator s | Created Date s | Last Modified Date v

1 EFSA-2021-00000625 Study Title 53901459 ABC Company 22/06/202115.38 11/06/202417.49 E]

The organisation can:
1. Find the studies shared with them under
the Shared with tab.
. Read the study information.
3. View components added to the study.
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3.9.3 Delete “Shared with”/”On behalf of” relationships

Important note: The Notifier can remove “Shared With” relationships only if the status of the shared
study is equal to Draft. Conversely, it is always possible to remove “On behalf of” relationships.

I3 share with (2)

Account Name Relationship Type

Delete Link to Organisation

Pear| Lightning Shared With (+)
Luckystones_test Shared With Edit
Vi Delete I

The user clicks on the pointing down arrow next to
the organisation to remove the existing relation
from the study notification record.

v

Are you sure you want to delete this Link to Organisation?

As a result, the organisation is removed from the “Share With” list and it
cannot see anymore the study notification record.

This action will not delete the organisation account, but only the rights to
access the study notification record.

I3 share with (0) ‘

"Shared with" Relationship can be removed only if Studies have Status equal to Draft ‘
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3.10 Delete a study from a pre-application ID

Users with applicant qualification can remove studies from a pre-application ID only if the status of such studies is equal
to Draft. It is not possible to remove a study when it is notified.

Pre- lication ID
Rr;,f'g,':v';;"enst RTYU [ Edit | New Study | New List |vl

D
EF5A-1D-2024-000952

Details History

Request Name

Renewal test RTYU

D
EFSA-ID-2024-000952

Business Operator Contact Mar
ABC Company Betty Cook
~ Details

Subject Of The Application @
Renewal test RTYU

Food Domain
GMO

Former Application 1D

555555

Authorisation Type

Food and Feed - Regulation (EC) Mo 1829,/2003

Pre-Application Operations

* Use the Mew Study button to create new Study records

s Use the Add Studies button to add notified and or co-natified
studies

* Use New List button to create a List of Intended Studies for
renewal (only for renewal applications)

* Add additional parties to this Pre-Application ID using the
Share With button

* Use the Add Component button to add one or more

components to this Pre-Application ID
* Request a General Pre-Submission Advice by using the Ask
GPSA button

Delete Link to Study

* Use the Delete button to delete your Pre-Application ID (certain
conditions apply)

Are you sure you want to delete this Link to Study?

Note

Application Type
Application for renewal of authorisation of genetically modified food
and/or feed

Subject of the Application: Components (0)

1

@ study Notifcation (1) Click on the pointing down

This action will only remove the link between the draft study
and pre-application ID. Deletion of the draft study from the
database can be performed after this operation from the study
notification record (see Delete a study notification).

StudyTi.. EFSAStu.. Status arrow and select Delete.
EFSA-202.. Draft ()

Edit

Delete

65




3.10 Delete a study from a pre-application ID

Er;ﬁgﬂ';ﬂg? RTYU [ Edit | New Study ‘ New List ‘ - ]

D
EFSA-ID-2024-000952 Pre-Application Operations

s Use the New Study button to create new Study records

Details History * Use the Add Studies button to add notified and or co-notified
studies

Request Name D * Use New List button to create a List of Intended Studies for
Renewal test RTYU s EFSA-™ nnna nnnnEn renewal (only for renewal applications)
Business Operator Contact Name * Add additional parties to this Pre-Application ID using the
ABC Company Betty Cook Share With button

* Use the Add Component button to add one or more
« Details components to this Pre-Application 1D

* Request a General Pre-Submission Advice by using the Ask
Subject Of The Application Food Domain GPSA button
Renewal tast RTYU / GMO d * Use the Delete button to delete your Pre-Application ID (certain
Former Application |D Authorisation Type conditions apph‘)
555555 s Food and Feed - Regulation (EC) No 1829/2003 '
Note @ Application Type

i :r[:gjza:::ér{;mr renewal of authorisation of genetically modified food & a Subject of the Application: Components (0)
|

[@ study Notification (1)

A pop-up message appears informing the user that Click of the pointing down

notified and co-notified studies cannot be deleted SwdyTi. EFsAsw.. saws  swdl grrow and select Delete.
from the pre-application ID. Ll EFSA202. Notfied Ol
Vig Edit
Delete

Study can be removed only when its Status i1s Draft




Study notification and
co-notification

#Connect.EFSA



3.11 Study Notification

To notify a study, all the mandatory fields must be filled in. The user clicks on Edit to insert the required information.

S-t h,
0 & e J v v |
Select operation

EFSA Study Identification Status Study Withdrawn

EFSA-2023-00001730 Draft -
Details  Histary Study Status Tracker
:‘TL:Y e This Study has been saved as a draft. When ready, please click on ‘Select Operation’

button and then Notify in the right-hand corner.

Study Title (English Name )@

RTY

The fellowing fields MUST contain a value before notification:
Study Starting Date Study Planned Completion Date

Main section: Study Title - Study Starting Date - Study Flanned Completion Date
Submitted to Internal Testing Facilin @) Justification for Delayed Notification@

Study Scope section: Study Type - Food Domain - Authorisation Type - Application
 Business Operator & Laboratory Details Type - Study International Standard Certification - Study Objective - Study Test Item
- Components (where applicable)

Business Operatorf)) Laboratory@

ABC Company Spa

Business Operator Emal Laboratory Emai < Please note that all the fields related to the co-notifier and the field 'Submit fo
amuscia@atiantic-technologies.com Internal Tesfing Facilities’ can be filled in while performing notification.

v Study Scope

You can access the list of all available Study ﬁ'pes and Guidelines below:

Study Type Test tem All S'I:ud}' Types
TEST PAID INTEGRATION TESTS All Sl‘.l.ld}' Guidelines
International Standard Certification@ Food Domain

Animal Welfare

Study Intemal Reference IDQ) Authorisation Type

Click on these links to see all the available values for
Study Types and Study Guidelines picklist.

Study Objective@ Application Type

v Study Design (Mandatory only for Renewal Request)

Study Guideline Study Design Description

Study Detailed Protocol@®

» Study Motification Details
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3.11.1 Study
Notification —

Edit function

It is possible to complete/update the
information provided in the
studynotification record by editing the
form.

The information can be edited at any
time before the study planned
completion date.

Suggested read: Article 20(3) of the EFSA
Practical Arrangements on pre-submission phase

Edit

Please, use the fields below to update the study information.

*Study Title

study 456

Users can use these fields to write a study title up to
300 characters long.

This field appears only if the “notification date” is
later than the “study starting date”. For more
details, see the section Justification for Delayed
Notification.

<=
Study Title - English Mame i ]
study 456
e
Study Starting Date Study Planned Completion Date
l 6-Jul-2022 = l [ 7-Sep-2022 & l
Justification for Delayed Notification @ <
test
e
Study Scope
Study Type L Food Domain
la Dust Content X l ‘I Feed Additives v ‘
Type a name or All' to see alf results. * Authorisation Type

International Standard Certification @ [ Feed Additives

Study Design

Study Guideline

[a Other

Users can search for a Study Type and a Study
Guideline by starting typing a name in the dedicated
field and clicking on the message “Show all results
for...” that appears below, as showed in the Study
Type and a Study Guideline dedicated section.

A

Tyvpe a name or Al to see all results.

Study Detailed Protocol

and public consultations

Click Next to save
the changes.
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https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf
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3.11.2 Study Notification — Study Types and Study Guidelines

¥ou can access the list of all available Study Types and Guidelines below:

All Study Types
All Study Guidelines

Users click on these links to view a report of all the available values
for Study Types and Study Guidelines picklist.

Report: Study Types
All Study Types

Total Records
328

Istudy Type (Full Name)

1 Appearance {Physical State, Calour)

2 Aftrition

3 Batch to batch analysis

4 Basic Toxicokinetics/Tynamics (Adme)
5 Bioaccumulation

B Bioaccumulation: aguatic/sediment

- o Loil o1

Users can search for a
specific value and export the
entire list in Excel or CSV
formats.

Report: Study Guidelines
All study Guidelines

Total Records
287

I Study Guideline (Full Name) T

Users can sort the Study Types and Study Guidelines

names in alphabetical order (ascending/descending) by
clicking on the column name or the pointing down arrow .
button.

Q Y |[C Export

o fe—

1 AFNOR MF IS0 846 (Determination of the behaviour under the action of fungi
and bacteria. Evaluation by visual examination or by measure of mass
variations or physical characteristics)

2 BS 4797 150 3995 (Test method for textiles to determine resistance to insect
pests [e.g,, moths, campet beetles, etc))

3 DIM 53177 (Binders for paints and vamishes - Measurement of the dynamic
viscasity of liquid resins, Resin solutions and oils by the capillary viscosimeter
of isocelses fype according to Ubbelohde)
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3.11.3 Study Notification — To registered laboratory

To notify a draft study the user needs to click on Select Operation and then on the picklist value Notify. The following instructions
are valid also in case the laboratory starts the notification process.

Study

Test laboratory selection Edit | Printable View ] I Select operation I
']
EFSA Study |dentification Status Study Withdrawn
EFSA-2022-00001291 Draft

Please select one of the following actions to proceed.

Select One:
No‘tin-'

() Add Component
() Withdraw

(O share With

() Delete

Please verify the information about the co-notifier before submitting this change.

To change the co-notifier name, click on the X in the “Name figld” below. Start
typing the name of the organisation. Then click on the magnifying glass to show all
related results.

a

Click Next to continue. m

If you cannet find the organization that you are looking for, leave the "Name fisld”
blank. You will have the option to register a new organisation.

[Lgla:,;rr: o » ] If the field is empty, the user starts typing the name of the laboratory and
click on the magnifying glass to show all related results, including address
details, in order to identify the correct legal entity.

If the user has indicated the laboratory when Laboratory ©

creating the study notification record, this

information is displayed here and can be revised ! L:]‘I

at this stage, if needed. (), Show All Results for "Ph” I
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3.11.3 Study Notification — To registered laboratory

After having carefully checked that the laboratory selected is
Flease verify the information about the co-notifier before submitting this change. the correct |ega| entity to which the study has been
commissioned, click on Next.

To change the co-notifier name, click on the X in the “Name field” below. Start

typing the name of the organisation. Then click on the magnifying glass to show all
related results.

If you cannot find the erganization that you are looking for, leave the “Name field” If you would like to add any comments for the Reviewer before submitting this Study,
blank. You will have the option o register a new organisation. please add them using the field below.
Laboratory . .

Please also double check that the business operator and laboratory emails below are
‘ a Fharma SPA x ‘ correct. If not, the relevant people may not be notified of your study.

Comments

A 4

# Business Operator Emai

Write a comment in this text area, if needed. example@email.com

* | aboratory Email

Review the contact emails. It is possible to example@email.com

indicate an address different from the default
one (i.e. organisation email), if needed.
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3.11.3 Study Notification — To registered laboratory

Once the study has been notified the status turns into Notified, the contact person of the laboratory receives an email
alert on the email address indicated at the moment of the notification action.

Thank You! Your Study has been notified. v Business Operator & Laboratory Details

Business Operator) Laboratory@
ABC Company Pharma Spa

Click on Next to view the changes you made on the Study page.

Laboratory Email

Study . _ .

Ll Test selection laboratory [ Edit ‘ Printable View I Select operation

EFSA Study Identification Status Study Withdrawn

EFSA-2021-00000625 Notified Study Status Tracker
The study has been successfully Netified. The co-notifier

Details  History will proceed with the co-notification and might decide to

leave comments. An email will inform you about the

Study Title progress.

Test selection lsboratory
The co-notification due date is: 2024-07-12

Study Title (English Name)]

Test selection laboratory You can access the list of all available Study Types and

Guidelines below:
All Study Types

29/06/2024 10/10/2030
All Study Guidelines 73

Study Starting Date Study Planned Completion Date

Submitted to Internal Testing Facility @@ Justification for Delayed Notification @@




3.11.4 Study Notification — To a new laboratory

Notify

Please verify that the following information is correct before submitting this Study. If not, please
change it here before continuing.

If you cannot find the organisation that you are looking for and leave the name field blank, you'll
have the option to register a new party below.

Laboratory @

[ Search Accounts... Q]

Laboratory

l Search Accounts Q

[C] Submit To Internal Testing Facilities
| need to invits the laboratory to register in the system

WARMING: Please note that you should invite a new organisation to register to the portal,
only if you cannot find the organisation by searching in the field above.

*Laboratory Name (max. 250 characters)

|:| | need to register a new laboratory.

WARNING: Please note that you should only register a new party for the portal if you cannot find the

organisation by searching in the field above.
—

Check this box to notify the study to a
laboratory that is not yet registered.
NOTE: the user needs to select this
option also if the laboratory is non-EU
and is not going to register.

A 4

| ]

Email

l you@example.com ]

* Country

l Afghanistan . ]

E

Please be aware that if the Organisation you are inviting is not located inthe EU orin a
third country with an agreement or arrangement within the meaning of Article 32b(3),
second paragraph, of the General Food Law, there is no obligation for the laboratory to
register and co-notify the study.

City (max. 100 characters)

| ]

Reference Person (max. 250 characters) €

| |

\ 4

(7] =

—
Fill in with the laboratory information
and click Next.

If you would like to add any comments for the Reviewer before submitting this
Study, please add them using the field below.

Please also double check that the business operator and laboratory emails
below are correct. If not, the relevant people may not be notified of your study.

Comments

* Business Operator Email

‘ costuni@atlantic-technologies.com ‘

* | aboratory Email

[ Test@tes‘r.con{ ]

3 |

Write a comment on the text
area (if needed), double check
the email addresses and click
Next.

The system sends an email alert to
the laboratory with the invitation to
register and co-notify the study.
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3.11.4 Study Notification — To a new laboratory

Once the study has been notified, the status turns into Notified. The new laboratory receives an email alert with the
invitation to register for the portal, review the information of the study and proceed with the co-notification.

Thank You! Your Study has been notified.

Click on Next to view the changes you made on the Study page. \_Business Operator & Laboratory Details

Business operator information

Business Operator@)

ABC Company

and laboratory details are
automatically filled in.

Laboratory@

Business Operator Email

Laboratory Name(@

Laboratory XXX

v

Laboratory Email
test@test.com

Country
Italy

City

Milan

Reference Person

Study
Test selection laboratory

L] [ Edit | Printable View ]

EFSA Study Identification Status
EFSA-2021-00000625 Motified

Study Withdrawn

Details History

Co-Motified

Select operation

Study Title

Test selection laboratory

Study Status Tracker

The study has been successfully Netified. The co-netifier
will proceed with the co-notification and might decide to
leave comments. An email will inform you about the
progress.

The co-notification due date is: 2024-07-12 75




3.11.5 Study Notification — To internal testing facilities

To notify the study to an internal testing facility the user needs to click on Select Operation, Notify option and then
check the box “Submitted to Internal testing facility”.

Notify Notify

Please verify that the following information is correct before submitting this Study. If not, please

> Thank you! You successfully notified this study to your internal testing facilities.
change it here before continuing. o y y yoy &
If you cannat find the organisation that you are looking for and leave the name field blank, you'll
have the option to register a new party below.

Laboratory @

Search Accounts... Q,

Submit To Internal Testing Facilities I

D I need to register a new laboratory
\ 4

WARNING: Please note that you should only register a new party for the portal if you cannot find the

organisation by searching in the field above. ;
Study i iew
Study XXX Edill| Printable View Select operation

Mext EFSA Study Identification
EFSA-2021-00000171

Study Status Tracker

This Study was submitted to an internal testing facility, hence it has been auto-

Details  Components  History approved
Study Title Business Operator@
Study XXX ABC Company
Pre-Application ID(s) (0
Study Title (English Name}@ Former Application ID@ PP ) ©

Submitted to Intemal Testing Facility@

When submitting to internal testing facility, the co- | - | ‘ B3 shareawin @

notification process is not triggered. The system '
does not send any co-notification mail alert.
The user sees the status Co-notified and the

checkbox Submitted to internal testing facilities is
automatically checked. 76




3.11.6 Study Notification — Justification for delayed notification

When a study is notified after the starting date, the notifier must provide a justification for the delay.

The field “Justification for Delayed Notification” is provided for

If you would like to add any comments for the Reviewer before submitting this Study,

please add them using the field below. the benefit of the notifier and can be used to keep a note of the
Please also double check that the business operator and laboratory emails below are reason Of the delayed notification.
correct. If not, the relevant people may not be notified of your study. ThIS WlthOUt prejudice to the need for JUStlfylng the de|ayed

Comments

notification when submitting the corresponding application as
outlined in Article 19(4) of the EFSA Practical Arrangements on pre-
submission phase and public consultations.

* Business Operator Emai

* _aboratory Email

Flease provide an explanation on the reasons why this study is being notified after the
starting date, using the field below.

Study Starting Date: 8§ February 2022

Justification for Delayed Notification €3 The field “Justification for delay” can be updated by the notifier
at any time after the study notification by clicking on Edit
button. If left empty, the notification will not be blocked.

‘ ‘

77



https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-pre-submission-phase-and-public-consultations.pdf

3.12 Study Co-notification

co-notify (i.e. the notification date).

Notification of studies database

edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an

In draft Motified To correct co-notifier Wrong co-notifier ITo co-notify I Co-notified
Ig To Co-Notify vI

24 items + Sorted by EFSA Study Identification - Filtered by All studies - 4 more filters applied

EFSA Study Identification T v | Study Title (Short) v | Business Operator

1 EFSA-2021-00000607 Study Title 35735593 Pearl Lightning

More details about this new function in the
dedicated section “Wrong Co-Notifier”.

1.
Pre-submission activities / Notification of studies database 2.
From this page, you can create a new study notification. Once you have created your new study, you can ¢ 3

It is recommended to revise the study information ideally within 30 calendar days from the receipt of the email with the invitation to

Follow the below steps to co-notify

The user can find the studies to co-notify under the tab To Co-
Notify.

The user selects the study to be co-notified and revises the
information showed in the study page.

From the upper right corner of the study page the user clicks
on Select Operation.

‘ I Select operation I

v

Please select one of the following actions to proceed.

Select One:
O Co-Motify
(O Wrong Co-Matifier

(O Manage Notification Alerts

To co-notify the study, the user selects “Co-Notify”, then clicks
on Next.

If the user notices that its own organisation has been wrongly
selected as co-notifier, checks the “Wrong Co-Notifier” box
then clicks on Next.
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3.12 Study Co-naotification

You can write a comment in the field below and then click
Finish to co-notify the study.

—( i Co-Notifier Comment
. -
‘ l Select operation l ‘ Co-Motify —_—

]

|
v

Study _ . .
LU Study Title 25572819 | Edit Printable View | ‘

[ Select operation l

The status turns into Co-Notified.

s Study Notification Details

Comments and CO-nOtification date are Netification Date I
available in the “Study Notification 07103/2023

Co-Motification Dat=d)
05/04/2023

Auto-Notifizdfl

Netifier Comment
Details” section.

Co-Matifier Commentif)

Justification for Withdrawal

The notifier receives an email alert upon

co-notification.




3.12.1 Study Co-notification — “Wrong Co-Notifier” (co-notifier side)

An organisation (business operator or laboratory) that has been wrongly selected as co-notifier for a study should promptly inform
the notifier about the mistake. The notifier has 30 calendar days from the receipt of the Wrong-Co-Notifier alert email to amend the
information. From the Select Operation menu the user checks the box “Wrong Co-Notifier” then clicks Next.

Study
LLJ ; l Edit ‘ Printable View l
& Study Title 95678232 Please select one of the following actions to proceed.
Select One:
EFSA Study Identification Status Study Withdrawn
EFSA-2021-00000599 Notified
Details History

Study Title

Study Title (English Name) @

Study Status Tracker
Study Starting Date Study Planned Completion Date Your organization has been added to this study
08/00/2022 notification. Yeu ean proceed by co-netifying this study and

decide to leave comments to the notifier. An email will

Submitted to Internal Testing Facility € Justification for Delayed Motification € X R
| inform the notifier about the progress.

If you have been wrongly added as co-notifier to this study
notification, you can inform the notifier by clicking on “Select

» Business Operator & Laboratory Details

Business Operator (@) Laboratory @9 Operation” and checking the box “Wrong co-natifier”. The
ABC Company Elecoms notifier will proceed changing the co-notifier.

Business Operator Email Laboratory Email

) ) ) ) ) The co-notification due date is: 2022-09-02
jasonwashington@sfdc.co.algl1q000002icjgaa2 frankgrifin@sfdc.co.alg1q000002Icjgaa2

When the wrong co-notifier clicks on Next, the study notification record is no longer accessible. This action cannot

be undone. -




3.12.2 Study Co-notification — Wrong Co-Notifier (notifier side)

If the co-notifier informs the notifier to have been wrongly assigned to a study notification, the notifier receives an email alert.

Wrong Co-Notifier email message

The organisation you selected to co-notify the study EFSA-YYYY-NNNNNNNN reported that you
have wrongly selected them as co-notifier. Please, revise the information about the co-notifier
within 30 days.

The deadline to change co-notifier is DD Month YYYY

To view the study please use the following link: I

Once this timeframe has passed it will no longer possible to perform this action. If you wish to
correct this study notification, you should withdraw it and proceed with a new study
notification. More details on the user guide available on the EFSA Toolkit page.

Follow the below steps to change the co-notifier

1. The user clicks on the link and enters into the study page, from
the Select Operation menu checks “Notify” to start the
procedure.

2. The user follows the indications reported in the dialogue box
and changes the co-notifier organisation name. Click on Next to
continue.

Flease select one of the following actions to proceed.

Select One:

Please verify the information about the co-notifier before submitting this change.

To change the co-nctifier name, click on the X in the “Name field” below. Start
typing the name of the organisation. Then click on the magnifying glass to show all
related results.

If you cannct find the organization that you are looking for, leave the "Name field”
blank. You will have the option to register a new organisation.

Laboratory
[a Pharma SP& x]

() Add Component
() Withdraw

() Share With

(O Delete

3. The following steps are similar to the study notification

process.

I More information in the next slide. I
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3.12.2 Study Co-notification — Wrong Co-Notifier (notifier side)

NOTE

* The process is triggered only by the co-notifier action.

* The possibility to change the co-notifier is not a new study notification. The original study notification date will not change.

* The co-notifier can be changed within 30 days from the moment co-notifier informs the notifier to have been wrongly assigned to a study
notification.

* The revision and change of the co-notifier information can be done only once.

In following two circumstances the user cannot amend the co-notifier information of an existing study notification:
1. The information about the wrong co-notifier is not revised within 30 days from the receipt of the “Wrong Co-Notifier” email alert

2. The user selects a wrong co-notifier organisation for the second time.

If the users wishes to correct the information of a study notification, it should withdraw the study and proceed with a new study notification.

Follow the below steps to withdraw the current study and proceed with a new study notification
1. The user creates and submits a new study notification.

2. In case the new notification is inserted with delay, the user indicates in the justification for the delay that this new study notification is
related to a wrong study notification (include the Study ID), which was withdrawn because the information about the co-notifier was not
correct.

3. The user proceeds with the withdrawal of the wrong study notification. In the justification for the withdrawal, the user specifies that the
study notification is withdrawn because the information about the co-notifier is not correct and indicates the study ID related to the
newly inserted study notification.

Suggested read: Article 20(4) and 21 of the EFSA Practical Arrangements on pre-submission phase and public consultations. 82
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3.12.3 Study Co-notification — “auto-notified” studies

Notification of studies database

After the timeframe of 30 days for the notification has passed,

Pre-submission activities / Notification of studies database the SyStem marks the StUdy as “auto-notified”.
From this page, you can creaie a new study notification. Once you have created your new study, you can ¢
edit it until you are ready to notify it to EFSA. Upon the notification, the indicated co-notifier will receive an An auto-notified study iS not yet co-notified The co-notifier
should still complete the notification process by co-notifying
In draft Motified To correct co-notifier Wrong co-notifier I To co-notify I|: Co-notified SUCh StUdy. . . .
The co-notifier can inform the notifier to have been wrongly
IQ To Co-Notify 'I selected as co-notifier.
24 items - Sorted by EFSA Study Identification » Filtered by All studies - 4 more filters applied
EFSA Study Identification T ~ | Study Title (Short) ~ | Business Operator
I ; EFSA-2021-00000607 Study Title 35735593 Pearl Lightning I - " . ) - -
Studies marked as “auto-notified” are available in the To Co-

Notify tab of the notification of studies database section.
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3.12.4 Study Co-notification — Manage Study Notification

By default, the co-notifier receives an email alert every time the notifier edits the study notification record.
To change this setting the co-notifier can click on the button Select Operation and then Manage Study Notification to deactivate them.

| Select operation |

By default, you receive an email notification every time
l another party modifies your study. If you would like to

deactivate these notifications, please check the box below.
If you have deactivated these notifications in the past, you
| can also re-activate them here.

A 4

I Manage Motification Alerts

Your current notification status is Active.

| | would like to DEACTIVATE email notifications for study modifications. I

By default, you receive an email notification every time
another party modifies your study. If you would like to
deactivate these notifications, please check the box below.
If you have deactivated these notifications in the past, you
can also re-activate them here.

Your notifications are currently Deactivated.

You have successfully adjusted your notification settings.
Flease click on Finish to exit.

The co-notifier can at any moment re-activate
the email alert by using the same button.

p—
—
v

I would like to ACTIVATE email notifications for study modifications.
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3.13 Study Withdrawal

The Notifier can withdraw a study before its planned completion date by clicking on the button Select Operation and then selecting
Withdraw. The field “Justification for Withdrawal” is provided for the benefit of the notifier and can be used to keep a note of the reason of
the withdrawal. This without prejudice to the need for justifying the withdrawal of a study notification when submitting the corresponding
application as outlined in Article 20(4) of the EFSA Practical Arrangements on pre-submission phase and public consultations.

Select operation ‘—bl.'l.-".fithdra'.-.' I

1 You have successfully withdrawn this study.

»| Click on Finish to return to the Study page.

Are you sure you want to withdraw this study?

Once you click on Next button the co-notifier will be .
informed and no further progress in the status of this [ e
study will be made.

The withdrawal action cannot be undone.

The below field "Justification for Withdrawal® is provided l

for the benefit of the notifier and can be used to keep a

note of the reason of the withdrawal. This without Study Status Tracker

prejudice to the need for justifying the withdrawal of a

St“dry notification when submitting the corresponding This Study has been withdrawn. The co-notifier (if indicated) has been informed of
application. this changs, which cannot be undone.

Justification for Withdrawal €

Justification for Withdrawal:

e

The field “Justification for Withdrawal” can be edited by clicking the “Edit” button also after the study is withdrawn. 85
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Reporting features

#Connect.EFSA




4. Reporting features

@EFSO B CONNECT Home Consultations Ask a question More a s e

Pre-submission activities

From the pre-submission activities main page, the
New pre-application ID Reports user Can access the Report SeCtion.

Important notes about reports:

The user entering the Report section finds an overview of all the Reports available.

”n «u

Reports are collected in two main folders: “Records owned by my organisation”, “Records shared with my
organisation”. Hence it is not possible to see records belonging to another organisation unless they have
been shared. An additional folder “Study Types and Study Guidelines” contains the already available reports
on study type and study guidelines.

All reports and folders available on the portal are predefined by EFSA and in read-only mode. This means
that changes done by the user will not be saved. When the page is refreshed, the system will restore the
original version of the report. The user cannot create new folders.

It is possible to (temporarily) apply some changes to the online reports. They can also be exported in an

editable Excel or CSV file.
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4.1 Reporting features — Overview

The user can access the reports from the REPORTS (All Reports) view, or from the FOLDERS (All Folders) view.

From this search bar it is
possible to search for a specific

v

From every page, users can identify where they
Home / Reports

are within the portal through this bar.

report.
Reports
All Reports Q, Search all reports...
13 items
REPORTS Report Mame Description w | Folder Created By Created On w | Subscribed
| his report shows the components created b
Recent My components P o Y Records owned by my organisation 1/2/2023,16:18

your organisation

Created by e This report shows the components linked with

My Components with Studies . L Records owned by my organisation 1/2/2023, 1618
studies owned by your organisation

Private Reports
This report shows the general pre-submission L .
1/2/2023,16:18
Al Reports My GPSA advice requests owned by vour organisation Records owned by my organisation !
FOLDERS This report shows the pre-application 1Ds and

All Fald IMY list of intended studies Ii— the related list of intended studies created by Becards owged by my organisation 1/2/2023,16:18
alders

your organisation

Created by Me This repart shows the list of intended studies
) My PSA on Renewal and the related renewal pre-subsmission ad- Records owrjed by my organisation 1/2/2023, 1618
Shared with Me vice ownad by your organisation.
FAVORITES Thi 1 shows the studi d the linked
My Studies ms_r_e_p“a_r_f_ _D"LS“JUL esan _E”je Records owrfed by my organisation 1/2/2023,16:18
All Favorites :
Click on the report A short description of the content of
name to access it. the report is provided.
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4.2 Reporting features - Folders

All the reports available to the user are saved in three distinct folders.

Reports

All Folders [ Q, Search all folders...

3 items

REPORTS Name Created By Created On ~ | Last Modified By Last Modified Date W ‘

Recent

Kl

I BB Records owned by my organisation I 31/1/2023,18:07 31/1/2023,18.07

Created by Me
B Records sharedt'.'i'th my organisation 31/1/2023,18:08 31/1/2023,18:08

Kl

Private Reporis

BB Study Types and Study Guidelines 12/10/2022, 1418 1/2/2023, 2018

(«)

All Reports

FOLDERS

All Folders

Click on the folder
name to access it.

Created by Me

Shared with Me

FAVORITES

All Favorites
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4.3 Reporting features — Actions allowed on a report

The user can perform actions on the report using these buttons.
It is possible to:

- search for a specific value in the table

- add a chart

- apply filters

- refresh the values in table

- export the report in Excel or CSV formats

Report: Pre-Application 1Ds with Lists of Intended studies with Intended Studies ;I a
. . . > Add Chart Export
My list of intended studies I Q & A art Y [ C xpart

Report showing all Pre-Application IDs with associated List of Intended Studies and Studies owned by your own organisation

-
Total Records Total Converted

202 18
[
List of Intended studies|ld T | ¥/ | Request Name ¥ | | Study Titl > E‘ }mdy Title (English Name) | ¥ | | 5tudy Objective ¥ | Test ltem ¥ | Study Type ¥ | | Study Guideline ¥ | | Study
LIST-01-2023-0476 (1) Test member state AIR giga 4 Sort Ascending ff Renswal Sediment toxicity QECD Guideline 105 (Water Solubility) ff
LIST-01-2023-0478 (1) TestUAT09.01.23PLR 2 Study Test WAT 09.01.23PLI | 5ot Descending Study objTest UAT 09.01.23 PLR 2 Test UAT09.01.23PLR 2 Allergenicity Study [
LIST-06-2022-0001 (2) Paid 9/6 12,13 Test Federign E GroupR P Test Federico Test Federico Acidity/Alkalinity And Ph Value IS0 10707 Water quality - Evaluation in an aquecus medium of the "ultimate’ Test Fe
p Rows by This Field e - X X
aercbic biodegradability of organic compounds - Method by analysis of
m Group Columns by This Field biochemical oxygen demand (closed bottle test)
Paid 9/6 12,13 test gloria asdasd hhasdasd Acute toxicity: inhalation 150 10156 (Gases and gas mixtures - Determination of fire potential and oxidizing -
- X Remove Column o . .
ability for the selection of cylinder valve outlets)

Click on one of the pointing down arrows to perform
actions on the report table.

The user can:

- sort the values

- group/ungroup values

- remove columns 90




4.4 Reporting features — Export a report

Q, % Add Chart T oy | Export I

a

Click on Export button and
select the preferred format.

Export
—_—
Formatted Report Details Only

Export the report, including
the report header, groupings,
and filter settings.

calculations or for uploading

Use this to do further

1o other systems

Format

Excel Format .xlsx

ar

Formatted Report

Reports can be exported in a
format similar to the online
version, e.g., keeping the
grouping and the other
settings. This option exports
the report as Excel file only.

Export View

Formatted Report

Export the report, including
the report header, groupings,
and filter settings

Details Only

Export only the detail rows
Use this to do further
calculations or for uploading
to other systems.

Format

Encoding

Excel Format .xls

5 I l 130-8350-1 (General US & Western Europeal I

Details Only

Reports can be exported as
Excel or CSV file showing only
the detail rows.

A B . Cc D
1_
2 My Studies with Pre-Application IDs
3 | As of 2023-01-06 17:10:54 Ora standard dell'Europa centrale/CET * Generated by User
4_
5_
6 Filtered By
}‘:I Show: All pre-application ids [
8 Shared with other organisations equals False
9_
10| EFSA Study Identification Study Title l
11 EFSA-2021-00000522 Study - test notify to lab
12 Subtotal Sum
13 | Count 1
14 | EF5A-2021-00000523 Test 2 - test lab
15 | Subtotal Sum
16 | Count 1
17 | EFSA-2021-00000543 test relationship
18 | Subtotal Sum
19 Count 1
20 | EFSA-2021-00000545 test internal testing facility
A I
1 |Study Title !
2 |Draft study
3 |test 1
4 rr I
5 |test
6 |new study test shared with
7 |test on behalf solution consulting
8 |5tudy as Solution consulting
= . PP
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4.5 Reporting features — Filters functionality

Depending on the type of data showed in the report, predefined filters are available. Once the user refreshes the page
the default filtering rules set by EFSA will be restored.

. Edit Filter x
= | gweisiemmiriny T Gy Edit v Filters -
" Show Me Show Me
Filters =3 Al pre-application ids - All pre-application ids
I Created Date
Show Me o My pre-application ids I All Time
All pre-application ids I
vpe | ¥ My team's pre-application ids

Shared with other organisations

Created Dat equals False
e e User owned pre-application ids 9

v

All Time
R Food Domain
Queue owned pre-application ids eguals Administrative and
. . . ) annlication Technical Support, Animal
Click on the Filters icon and select the filter to /Al pre-application ids Health, Animal Welfare,
apply.
Filters - Filter by Shared with other organisations X
Show Me

! kcation id Shared with other organisations
. . . . All pre-applhication ids
Some filters will allow to restrict the view presspp

g True v
to records on the basis of their creation Created Date
date, while others allow to view only the All Time v Tme I
H ’
records shared with the user’s Shared with other organisations False

organisation. equals True
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5.5 Reporting features — My studies report

Rapporto: Pre-Application IDs with Link to Studies and Studies
My Studies

This repart is showing your studies which are linked to pre-application IDs. The same study is reported more than once if linked to multiple pre-application |Ds.

Total records

11

D T

Totale Study: Submitted to Internal...

1

¥ | | Pre-Application ID: Request Name * A

Q, & Add chart Y c Export

Study: EFSA Study Identification |~

Study: Study Title

Study: Study Title

Study: Study Title (English Name)

EFSA-ID-2022-001294 (3)

EFSA-ID-2022-001330 (1)

application on monodextrine aminotransferase (3)

Waorkshop on EFSA tools_1dd (1)

CFEA-2023-00017424

EFSA-2023-00017493

EFSA-2023-00017492

EFEA-2022-00013482

Study cStudy cStudy cStudy cStudy cStudy <Study cStudy ¢Study cStudy cStudy
cStu

Study b

Study a

This study is a test by FDP and IDATA to check the edit function after study not

Study cStudy cStudy cStudy cStudy ¢Study cStudy cStudy cStudy cStudy cStudy
joStudy cStudy cStudy <Study cStudy €Study cStudy cStudy cStudy cStudy cStudy
joStudy cStudy cStudy <Study cStudy €Study cStudy cStudy cStudy cStudy cStudy
oStudy cStudy cStudy ©

Study b
Study a
IThis study is a test by FDP and IDATA to check the edit function after study

naotification.
1_edit test 18/11/2022_

EFSA-ID-2022-001331 (2)

Workshop on EFSA tools_new application (2)

EFSA-2023-00016774

EFSA-2022-00013462

test2

This study is a test by FDP and IDATA to check the edit fundtion after study not

testz

This study is a test by FOP and IDATA to check the edit function after study
natification.

1_edit test 18/11/2022_

Study ¢

Study b
Study a
This study is a test by FDP and IDATA to check the edit fun

notification

This study is a test by FDP and IDATA to check the edit fun
notification

This report shows all the studies owned by the users organisation which are linked to pre-application IDs. The user finds:
The ID and the Request Name of the pre-application ID and all the studies linked therein.

The Study Title information comprehensive of “Study Title” with direct link to the study record page, “Study Title” (i.e. the full length
version) and “Study Title (English Name)”.

Other available information includes: Status, Study Objective, Business Operator name and email, Laboratory name and email, etc.
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5.6 Reporting features — All my Studies reports

Rapporto: Studi -
pporte: Shcies Q, &, Add chart r c Export
All my Studies
This Repaort shows all your studies regardless of a link to one or several Pre-Application 1Ds.
Record totali Totale Submitted to Internal Testin...
13 1
EFSA Study Identification | = | J Study: Study Title ¥ | | Study Title ¥ | | Study Title (English Name) ¥ |  Status |* | Study Objective ¥ | | Business Operator|
1 EFSA-2022-00014328 Test_studyType_duplicates Test_studyType_duplicates - Draft test FDP Team Advice B
2 EFSA-2022-00015871 Test study typeff Test study typeff Test study type Draft test FDP Team Advice B
3 EFSA-2023-00016774 test2 fest2 - Draft - FDF Team Advice B
4 EFSA-2023-00017482 Study a Study a Study a Draft dd FDP Team Advice B
5 EFSA-2023-00017483 Study b Study b Study b Draft - FDF Team Advice B
6 EFSA-2022-00017454 Study cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy Study cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy Study ¢ Draft - FDP Team Advice B
cstu cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy
cStudy Study ¢Study cStudy cStudy cStudy cStudy cStudy cStudy cStudy cStudy
cStudy Study ¢Study ©
7 EFSA-2023-000158347 Study XYZ Study XYZ - Draft - FDP Team Advice B
8 EFSA-2023-000153348 Study ABC Study ABC - Draft - FDP Team Advice B
g EFSA-2023-00015348 Study CBD Study CBD - Draft - FDF Team Advice B
10 EFSA-2023-00018330 Study FG Study FG - Draft - FDP Team Advice B
11 EFSA-2023-00018351 Study EPO Study EPO - Draft - FDP Team Advice B
12 | EFSA-2022-00013462 This study is a test by FDP and IDATA to check the edit function after study not This study is & test by FDP and IDATA to check the edit fundction after study This study is a test by FDP and IDATA to check the adit function after study Co-Motified  investigate acute tox  FDP Team Advice B
nntifiratinn nntifiratinm v
3

This report shows all the studies owned by the user organisation, regardless they are linked or not to a pre-application ID. The user finds:

1. The EFSA Study IDs.

2. The Study Title information comprehensive of “Study Title” with direct link to the study record page, “Study Title” (i.e. the full length
version) and “Study Title (English Name)”.

3. Other available information includes: Status, Study Objective, Business Operator name and email, Laboratory name and email, etc.
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Recommended documents and links

Applicants Toolkit https://www.efsa.europa.eu/en/applications/toolkit

Transparency https://eur-lex.europa.eu/legal-

Regulation content/EN/TXT/?uri=CELEX:32019R1381

Practical https://www.efsa.europa.eu/en/corporate-pubs/transparency-
Arrangements regulation-practical-arrangements

Q&A on Practical https://www.efsa.europa.eu/en/corporate-pubs/questions-and-
arrangements answers-efsa-practical-arrangements



https://www.efsa.europa.eu/en/applications/toolkit
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32019R1381
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32019R1381
https://www.efsa.europa.eu/en/corporate-pubs/transparency-regulation-practical-arrangements
https://www.efsa.europa.eu/en/corporate-pubs/transparency-regulation-practical-arrangements
https://www.efsa.europa.eu/en/corporate-pubs/questions-and-answers-efsa-practical-arrangements
https://www.efsa.europa.eu/en/corporate-pubs/questions-and-answers-efsa-practical-arrangements
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