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Welcome and introduction . “ . afsae
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Who we are

@ Presenters of this session: Video editing Presentation editing
« Zorka Varga (Contractor) - Eliana Pagnutti (Contractor)
+ Stefano Cappé (EFSA) « Edoardo Manfré (Contractor)

+ Remigio Marano (EFSA)
» Sorina Puiu (EFSA)

Goals
Inform about the new tool - Connect.EFSA - and the processes related to the pre-submission activities

Golden rules
@ You are connected through a one-way audio (listen only mode). You may use the chat box for your questions:

* Questions shall be in English

« Questions about Practical Arrangements (Pas) will not be answered in this webinar. EFSA will conclude the feedback cycle regarding the PAs
with a Frequently Asked Questions document, aimed at providing replies to questions received during the engagement process.

* Questions about technical aspects, NoS-DB and PSA, unanswered during this session, will be used to define specific case-studies to present
during next webinar on 16 March

@ This session is recorded, the materials will be available on the EFSA website
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(O Time - Topic 5 Speaker
09.30 - 09.35 Introduction and webinar outline Stefano
09.35 - 09.45 Registration Sorina
09.45 - 09.50 Pre-application identification Stefano
09.50 - 10.05 Notification of studies Sorina
10.05 - 10.15 General Pre-Submission Advice Remigio
11.15 - 10.30 !\Iotification of_ the list of Stefano

intended studies and renewal
Pre-Submission Advice
10.30 - 11.00 Q&A session All
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European Food Safety Authority

* aa

Sarah John Martin
Business Operator Laboratories Third Parties
Potential Applicant Testing facilities

In order to initiate a pre-submission activity, a potential applicant or a laboratory or testing facility to which
a study has been commissioned shall first register in the system ...1

Third parties authorised to represent one or more entities referred to in paragraph 1 shall also register in
the Authority system supporting pre-submission activities ...1

Registered entities shall ensure that all information provided is reported accurately and kept up-to-date.1

1) Practical arrangements on pre-submission phase and public consultations



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

Welcome to our Connect.EFSA Portal

European Food Safety Authority

_g_f_ga__._ | connect Home Public Consultation Ask a Question Contact Us FAQ Term of Use L O g ' n / R e g ' S t e r

Welcome to our Portal
( Search... )

This portal gives you the possibility to engage with EFSA on a variety of topics. You will be able to check the Frequently Asked Questions,
consult and submit comments to EFSA's public consultations, and send requests for access to documents. You can also register for the
Portal. Before sending EFSA a question, please read the Frequently Asked Questions.

FAQ

Regulated Products

“ “ % test32132
Public Consultations Ask a Question

How long does EFSA’s evaluation take?

When i receive an answer?

About EFSA

How can | check the status of my application?

Where can | access the document stating all the mandate guidelines?

Register for Portal

When i receive an answer?

Engage with EFSA

How long does it take to receive an answer from Ask EFSA desk?

How long does it take to receive an answer?

an L link tn EEQA'e wsheita fram mu waheita?

https://connect.efsa.europa.eu/RM/s/



https://connect.efsa.europa.eu/RM/s/

Registration Steps

Log in/Register

Sarah

2 Username

~
O password

Login
Forgot your password? Mot a member?

Azure SSO

Are you an employee? Login here

Mot a member?

Personal Information

#First Mame

[ ]

*Last Name

[ ]

*Email

[ ]

*Affiliation

[ Select v]

Organisation

*Category

[ Select v]
*Subcategory

‘ Select v ‘

+Organisation Name

*Organisation English Name

[ ]

*Email

[ ]

Phone

[ ]

Website

[ ]

Street

[ ]

City

[ ]

PostalCode

[ ]

*Country

[ Select v]

*Emall/Medium Enterprise
[ Select v]

[SME Code ]

*[] 1accept that EFSA will use my data to provide the

servige that | am registering for.

[ 1 accept that EFSA will use my data to select topics |
might be interested in and invite me to events or send a
newsletter about them.

[ 1accept that EFSA will use my data for statistical

analysis

Privacy Notice

European Food Safety Authority



Registration Steps — Business Operator

European Food Safety Authority

ContaCt Account Iﬂrganisation
Detalls Details "Caegary

[ Zelect
Log in/Register

Customers

. E CHECK YOUR EMAIL

Business operators

* Check the email account
Stokeholders associated with your
Genersl public username for instruction on
Media resetting your password.

EU-FORA

e + Remember to look in your

Laboratories and Testing Facilities

Registration

T e [_avomonccom spam folder, where
= — automated messages

l Business Operator Av.

sometimes filter.

*Last Mame

[ Bernhardt l

City

l Barcelona

*Email
FostalCode

Sarah

[ marianas9. parma@yahoo.com l

*Affiliation

[ Zelect - ]

2121

*Country

Spain

Consultant *Small/Medium Enterprise

Industry - Multinational SME self-assessment questionn Yes v
| Industry - SME | SME Code
l AB12345

NGO/ Consumer Group

Reset password email will be
triggered upon EFSA

Frivate Citizen/Consumer

* | accept that EFSA will use my data to provide the

service that | am registering for.

Fublic Author
Aty | accept that EFSA will use my data to select topics | Id t f th Q t t.
Science/Academia might be interested in and invite me to events or send a Va I a Io n o e reg I S ra Ion
newsletter about them.
ot request

| accept that EFSA will use my data for statistical

analysis.

Privacy Notice

Video tutorial on registration of an account
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0
https://ec.europa.eu/growth/tools-databases/SME-Wizard/smeq.do;SME_SESSION_ID=OfWMi2cZB3k8oys3iG5D_ohFq4bPo4bMUkwopcEiV6Rr8gDZlA5y!555877462?execution=e1s1

European Food Safety Authority

Contact Account
. . * Catego
Details Details | —

Log in/Register

Customers

E CHECK YOUR EMAIL

Partriers

Business operators

| Laboratories and Testing Facilities

General public

* Check the email account
associated with your
username for instruction on
resetting your password.

Media

EU-FORA

o B + Remember to look in your
egistranon .
’ www johnwaynelab.com l Spam f0|del‘, Where
Fesena el ’5 automated messages
irst Mame Hollywood St. l a -
== . sometimes filter.
*Last Name ’ Warsaw l
l Wa:ne ] FostalCode
= ’ 12345 l
l stefano.cappe@me.com ] -
J o h n * Affiliation ’ Couniry l
Poland v
[ e ] *Small/Medium Enterprise
Consultant
Mo -
Industry - Multinational ISME Code l v
Industry - SME ’
NGO/ Cansumer Group . .
Private Citizen/Consumer * | accept that EFSA will use my data to provide the Reset password emall WI” be
. . service that | am registering for. triggered upon EFSA
Public Autherity | accept that EFSA will use my data to select topics | R i . .
might be interested in and invite me to events or send a Valldatlon Of the reglstrathn
newsletter about them.
Other | accept that EFSA will use my data for statistical requeSt

analysis.

Privacy Motice

Video tutorial on registration of an account
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0

Registration Steps — Third Party

European Food Safety Authority

Contact Account IOrganisation I
Details Details If:»:g:f ]
*Subcategory
[Lsee -] E CHECK YOUR EMAIL

Applicants

Netifiers acting on behalf of the Applicants

* Check the email account
associated with your
username for instruction on
resetting your password.

Stakeholders
General public
WMedia

Registration ELUEoRA

+ Remember to look in your
spam folder, where

Website

IPersonaI Information

- [ www.gilesgilletteconsulting.com ]
*First Name

| Martin e automated messages
Consulting Boulevard l H .
* Last Name [ sometimes filter.
City
[ Martini -
[ Lisbon l
*Emal PostalCode
M a rti Nn [ martin.martini@thirdparty.com [ 12345 l
*Affiliation *Country
Select [ Paortugal v l
*+Emall/Medium Enterprise
Consultant
[ Mo hd l v
Industry - Multinational SME Code
Industry - SME [
NGO/Cansumer Group Reset password email will be
* | accept that EFSA will use my data to provide the .
Frivate Citizen/Consumer service that | am registering for. trlggered u pon EFSA
| accept that EFSA will use my data to select topics | va I |dat|on of the reg |Strat|0n
Public Autharity might be interested in and invite me to svents or send a
newsletter about them. req UeSt
Science/Academia | accept that EFSA will use my data for statistical
analysis.
Cither

Privacy Motice

Video tutorial on registration of an account
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https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0

Adding Contacts to an Account

European Food Safety Authority

My Details

Login

Forgot your password? Mot a member?

Azure S50

Are you an employee? Login here

Video tutorial on registration of an account



https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0

Adding Contacts to an Account

MNew Contact

In order to create a new contact for your company, please fill out the fields below.

*Flaase note that upon clicking on Next, the contact wall receive access to EFSA's portal and your
cCompany s activity within it.

First Hame

My Details

Andy

*Last Mame

Warhel

* Email

andy.warhol@myemail.com

Fhone

+44234234234

Video tutorial on registration of an account

Mew Contact

14


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0

Reset Your Password

-

Martin

Video tutorial on registration of an account

Forgot your password?

A sorina.puivlab@efsaeuropa.eu

Reset Password
2 sorna.puiu.lab@efsa.europa.eu

Forgot your password? D e E NOW CHECK YOUR EMAIL

» Check the email account
associated with your

Are you an employee? Login here username for instruction on

resetting your password.

Azure S50

« Remember to look in your
spam folder, where automated
message sometimes filter.

European Food Safety Authority

15


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fwatch%3Fv%3DaF8RqeHwmJE&data=04%7C01%7C%7C8691320f7e5f4a9a136108d8cdc93fed%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637485611522856476%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=njabHAdpJtXtWY2D5u69UdOWStf6MsZHK65BkphqykQ%3D&reserved=0

Pre Application Identification



Background for today’s session

European Food Safety Authority

Regulation (EU) 2019/1381 of the European Parliament and of the Council of 20 June 2019 on the
transparency and sustainability of the EU risk assessment in the food chain (Transparency Regulation)

General pre-submission advice
« Article 32a

Notification of studies for applications
« Article 32b

Notification of intended studies for renewal application, public consultation and renewal pre-submission advice
« Article 32c(1)

17



Your application sections | :‘:‘:‘efsa

European Food Safety Authority

Your Application

Using the menu below, you can access:
- Your Current Application

- Pre-Application Activities: A section where you can prepare for an application process by creating a Pre-Application ID. creating and/or attaching intended studies to your Pre-Application ID, and submitting

Pre-Submission Advice requests regarding your future applications.
+ Pre-Application for Renewal: A section dedicated to renewal applications, in which you can create a List of Intended Studies for Renewal and also receive Pre-Submission Advice on Renewal from EFSA.

« Studies: A section where you can create studies that do not currently need to be linked to an application.

List of intended studies for renewal according to
article 32c(1), PC and renewal PSA

General Pre-Submission Advice

New Applications

Notifications of studies according to article 32b

Notifications of studies according to article 32b
General Pre-Submission Advice




General Pre-Submission Advice

European Food Safety Authority

General Pre-Submission Advice General Pre-Submission Advice
B
The potential applicant . -efsa-
M gets the pre-application- EFSA European Food Safety Authority
- 1D provides advice — N —
x o BEE &
| B | | N |
Sarah The potential applicant ) ( .
can ask pre-submission Pre-Submission
advice anytime Advice
tool
Step 3
Validation of application
__efsam
— ynn — EFSA publishes summary
““ gwwn . of Pre-Submission advice
L L after application is
. declared valid/admissable 19




Notification of Studies for New Applications

European Food Safety Authority

Step 1 Step 2
Pre-submission phase Submission of application
@ The Business
xR Operator gets the Pre- e
Sarah Application-ID EFSA performs the “ . efsam
validation of the European Food Safety Authorkty
, Both actors ) ( application — g —
N:tt'fyl St3u2db|es Database of o BEE
John (Article ) Study Notifications . - .
N
Step 3

Validation of application

. of
B EFSA publishes study

- g 0 m ==  notifications

T § I T with related studies after
confidentiality decision
making process




Notification of Studies for Renewal Application

European Food Safety Authority

Step 1 Step 2
Application renewal Public consultation and R-PSA
The potential applicant .
gets the Pre- Y
Application-ID for Eump..nstms,gm-m
Q renewal — U —
o EFSA . TR
provides advice T T
Sarah The potential applicant .
ara submits the list of Database of
Intended studies and Study Notifications
study design (Article
32cl1) N
Step 3

Notify studies

@ The potential

o applicant notifies

Studies (Article 32b)
Sarah
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Pre-Application Identification “ . afsam

European Food Safety Authority
Notify Study 1 ) 0 '
Notify Study 2 )

Notify Study 4

Notify Study 3 ) 0 '
Notify Study 5 )

W N

Sarah

Notify Study N

W

22




Pre-Application-IDs help in dossier validation

Submits Reports
. the dossier Pre-Application IDs

- ) ) Q o Q o

Sarah Finds

v relevant

notifications

&
20\Z
—~=,
@
- 4
NoS-DB 4 7 23



Intended Applications and Pre-Application-Ids

European Food Safety Authority

(and modifications)
applications

Renewal

24



Pre-Application Identification

European Food Safety Authority

Sarah

Business
Operator(s)

Subject
of the application

Intended Area 25



Pre-Application Identification for Renewal

European Food Safety Authority

Additional features of
Pre-Application Renewal

P

Sarah -
Reference MS (If applicable)

0

Requests o S
Pre-Application-ID s simiarto
for Renewal rormer | {:3
application ~N
‘a4 0O
&
MR
o) Q(e

NE

Intended
studies



Practical Arrangements

European Food Safety Authority

=i Remember from the practical arrangements that..

‘ Prior to initiating any pre-submission activity, potential applicants shall request the Authority to
provide a pre-application identification (‘ID")

‘ The pre-application ID links all pre-submission activities undertaken by a potential applicant to
support a future application related to a specific regulated product in a given regulated product area.

' Link to the Practical Arrangements

L8

27


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

Notification of Studies
(NoS)
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Notification of studies

Transparency Regulation! Article 32b

The Authority shall establish and manage a database of studies commissioned or carried out by
business operators to support an application ...

For the purposes of paragraph 1, business operators shall, without delay, notify the Authority ...

For the purposes of paragraph 1, laboratories and other testing facilities located in the Union shall also,
without delay, notify the Authority ...

1) Regulation (EC) No 178/2002 as last amended by Regulation (EU) 2019/1381 of the European Parliament and of
the Council of 20 June 2019 on the transparency and sustainability of the EU risk assessment in the food chain (aka General Food Law)
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Business Operator ~. efsae

o is notifying studies for a Business Operator

Sarah

30
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Notifying a Study as Business Operator ~. efsae

European Food Safety Authority

The Business Open pre-application ID “folder” |—

Operator is & create new notification
preparing e

for notifying
Sarah / Notified
i
Fill-in mandatory fields & Notify

New future =
application? 1

@ Study performed by internal facility?

Request Retrieve
pre-application ID  pre-application ID
< Alert
S : F [END

’ Email
& I~
0 Q(e’?‘ 5 Q@»

to Lab




R
Laboratory/Testing facility ~. efsae

is notifying studies for the Laboratory/Testing facility

John

32



@ Alert
Lab

John \

New
Study
co-notification

No
co-notification

—

Check q

Notification

European Food Safety Authority
Co-Notify

Co-Notify ' ‘

with remarks

Notified

) -

2]

m) [

1

END |

END




Business Operator Modifies Notifications

-
Sarah

—

Search
a notification

—

Notified/
Co-notified

) =

Apply
Changes
Save

—

Alert

European Food Safety Authority

Notified/
Co-notified

V772

‘ Automatic
save history

V2

!

(FYI)

John



Business Operator Withdraws Notifications

European Food Safety Authority

Notified/ Notified/

@ Co-notified Co-notified
— Search ithd i
o0 earc Withdraw Automatic
‘ a notification ‘ ‘ notification ‘ save history
Sarah _Ej _Ej

!

Alert
(FYI)

John



Notifying a Study as Laboratory

European Food Safety Authority

Draft

Create new study notification 7
|

Notified
Fill-in mandatory fields &

Notify
Q

Alert c
Business Operator @

DDﬂ

John



Business Operator co-notifies Study

European Food Safety Authority

Co-Notify

Check

A
V)
Notification ]

New Study

with remarks

A
V)
‘_D

‘ - END
co-notification Login @ Co-Notify ‘ |
“ efsam

30 days Notified

No A2\ L |
co-notification ‘ seranes ‘ == ‘ END




Laboratory Modifies Notifications

European Food Safety Authority

Notified/ Notified/
Co-notified Co-notified

S h |
earc Apply Automatic
‘ a notification ‘ ‘ Changes ‘ = ‘ save history

John / Save

Sarah



Laboratory Withdraws Notifications

European Food Safety Authority

Notified/ Notified/
Co-notified Co-notified

S h hd
earc Withdraw Automatic
‘ a notification ‘ notification ‘ = ‘ save history

V2

John

Sarah



Information to be notified - Article 32b

European Food Safety Authority

Legend

B Mandatory
Il Optional
B Group of elements

Study Title (M) - Free text: title of the study

Study Title (O) - Free text: (English name) title
of the study in English language

Study Starting Date (M) - Date: starting date of the study

Study Planned Completion Date (M) - Date: planned
completion date of the study

Study scope (G): Section composed of multiple
elements. See next slide

40



Study Scope - Article 32b | “ . afsae

Legend

B Mandatory
Il Optional
B Group of elements

European Food Safety Authority

Study intended area (M) - Choose from list:
shall report the regulated product area of the future
application that the study is meant to support

Study type (M) - Choose from list: shall report
the type of the study

Study international standard certification (M) -
Choose from list: shall report the standard
certification of the study (GLP, ISO, etc)

Study objective (M) - Free text: shall report the
narrative describing the objective of the study

Study internal reference id (O) - Free text: shall

report the identifier of the study as assigned by the
business operator/laboratory or testing facility

41



Study Scope - Article 32b

European Food Safety Authority

Legend

B Mandatory
Il Optional
B Group of elements

Test item (M) - Free text: shall report the
identification of study test item. Depending on the
type of test item, information on its components
(for chemical productions substances and
metabolites, microorganisms, GMOs) shall also be
provided

Components (M) - if applicable: shall report the
identification of substances, microorganisms, GMO

Names: (GMO Unique identifier, Protein name). It is
possible to select from pick lists or report free text.

42



General Pre-Submission Advice
(G-PSA)



Background

European Food Safety Authority

Transparency regulation Article 32a

Applications meet the applicable specifications in order to ensure the best quality scientific assessment

Rules applicable to, and the content required for, the application, prior to its submission. Should not
address the design of the studies to be submitted

Small and medium sized enterprises ~-SMEs-

Regulation (EC) No 178/2002 as last amended by Regulation (EU) 2019/1381 of the European Parliament and of the Council of 20
June 2019 on the transparency and sustainability of the EU risk assessment in the food chain

44



General Pre-submission Advice - Business Operators

European Food Safety Authority

@ Potential applicant

= may request general

R pre-submission advice Link requests to the individual =)
Sarah at any time or joint pre-application ID S
Requests for general Fill in the general pre-submission U
pre_submission advice advice form availab_le on the EFSA’s

website

“ efsam .

=°22"  Submit to

TEE T EFSA Submit questions C/]b

K 4
P to 2G.



General Pre-submission Advice form

European Food Safety Authority

Conditions of
use/intended uses

Background information

on the subject R List of questions



General Pre-submission Advice - EFSA

9

‘h*’

- efsam

Receipt of the general e e Ry
pre-submission advice — i —

form o BN o

in nn

Step 2
Written or meeting

Where possible,
EFSA shall @p

answer the
questions in '
writing ]
A eet‘l;;g
'“:g::\ised by
EFSA

3 S

~-efsam

European Food Safety Authority

Step 1
Administrative Check

EFSA verifies that the Within 15 working days from the
related questions ) receipt, EFSA informs the requester

fall within the scope as to whether th_e request is
accepted or rejected.

Step 3 Step 4
Provide the Advice Summary of the PSA

The written advice shall be
provided within 15 working
days as of the date of the
acceptance of the request;

EFSA draws up a
summary providing
an overview of the
advice and sends it to
the requester for
information

O
ot
O

The meeting shall be organised
within 20 working days as of
the date of the acceptance of
the request
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Pre-submission Advice - Business Operators | “ . afsae

European Food Safety Authority

EFSA shall provide the requester(s) with its advice
- Potential applicants in close cooperation with the following national competent authorities:
= may request general
xR pre-submission advice
Sarah at any time The Member State to which the application is going to be
ara a submitted, the intended rapporteur Member State and,
where applicable, the intended co-rapporteur Member
Plan, State
Requests for general ,ﬁ:?ecti% &
pre-submission advice |  Taxip.sang
Ofpedsu? le"e[
l ONLy thides N
. e The intended evaluating Member State
~ efsam —
European Food Safiety Authority — D] D] [l] —

Submit S L
to EFSA to the National e The designated rapporteur Member State/co-
Authority rapporteur Member State.



Non-committal nature of G-PSA

~=

Any subsequent
assessment of
applications by EFSA and
the Member States

-

. -\.'!‘ 3

The assessment of the
qualification of the specific
regulated product under a

given regulated product area

European Food Safety Authority

Sarah

The potential applicant
shall not be bound by any
general pre-submission
advice

49



Submission of the application

European Food Safety Authority

|

~ efsam

European Food Safety Authority

THIT )

B

EFSA receives the
application

®
N a“d'\\'-Y

Publication of

Segregation of task the summary
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List of Intended Studies for Renewal and
Renewal Pre-Submission Advice



efsae

European Food Safety Authority

Transparency Regulation Article 32¢c(1)

Where the relevant Union law provides that an approval or an authorisation may be renewed, the potential
applicant shall notify the Authority of the studies it intends to perform for that purpose, including
information on how the various studies are to be carried out.

Following such notification of studies, the Authority shall launch a consultation of stakeholders and
the public on the intended studies for renewal, including on the proposed design of studies.

Taking into account the received comments which are relevant for the risk assessment of the intended renewal,
the Authority shall provide advice on the content of the intended renewal application or notification, as
well as on the design of the studies



Notification of Studies for Renewal Application

European Food Safety Authority

Step 1 Step 2
Application renewal Public consultation and R-PSA
The potential applicant wx
gets the Pre- . efsam
@ Application-ID Eupen ot ety Asthry
5 EFSA Taww
) ( Provides advice T T
Sarah The potential applicant Database of .

submit the list intended
studies and study design
(Article 32c1)

Study Notifications

v

Step 3
Notify studies

@ The potential

o applicant notifies

studies (Article 32b)
Sarah



Intended Studies for Renewal - Article 32c1

European Food Safety Authority

Legend

B Mandatory
Il Optional
B Group of element

Study Title (M) - Free text: title of the study

Study Title (O) - Free text: (English name) title
of the study in English language

Former application id (M)- Free text: shall
contain the identifier of the application to be
renewed (e.g. former EFSA question number)

Study scope (G): Section composed of multiple
elements. See next slide
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Study Scope - Article 32c1

Legend

B Mandatory
Il Optional
B Group of element

European Food Safety Authority

Study intended area (M) - Choose from list:
shall report the regulated product area of the future
application that the study is meant to support

Study type (M) - Choose from list: shall report
the type of the study

Study objective (M) - Free text: shall report the
narrative describing the objective of the study

Test item (M) - Free text: shall report the
identification of study test item.

Components (O) - if applicable: Depending on
the type of test item, information on the test item
components (for chemical productions
substances and metabolites, microorganisms,
GMOs) shall also be provided

55



Design of study

European Food Safety Authority

Legend
m Mandatory Study guideline (M) - Choose from list:
. Jptional shall report the guideline or guidance

¢ f element
roup ot elements document to be followed by the study

@

Study design description (M) - Free text:
shall contain the description of the design of
study including the hypothesis

Study detailed protocol (O) - Free text:
shall contain more detailed information and
further elaborating methodology, statistical
considerations, and organization of a study.
The protocol usually gives the background and
rationale for the study.
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Building the list of intended studies for renewal

European Food Safety Authority

New/find list : Adg .
of Intended ”te.” €
Studies Studies to
List Complete
'] List
Intended
Sarah studies
'
Repeat steps until . .éfsa-
list is completed Europesn Food Safety Authoiy
-t
[ | . l . [ | |

Submit .



Public consultation on intended studies for

Receipt of the list of
intended studies for
renewal - .

Step 2
Public consultation

The consultation of third

parties shall remain open for a
period of three weeks

3 S

"~ efsam

European Food Safety Authority

Administrative Check

O\'k‘“g daVS
from the of
tion
EFSA launches the udi ] cor:P‘e‘
consultation of third Including on the L ministrativ
parties on the intended proposed design check
studies for renewal of the studies

Step 3

Step 4
Comments Summary of R-PSA
All comments received by

stakeholders and the public shall

The results of the consultation
be made public by EFSA

of third parties shall
be reported in the summary of

the renewal pre-submission
advice



Renewal Pre-Submission Advice

@ _h*-‘b

~ efsam

Comments received | Furopean Food Safety Authertty

Step 2
Provide the Advice

The written advice shall be
provided within 30 working
days as of the closure of the PC;

The meeting shall be organised
within 30 working days as of
the date of the closure of the PC

Step 1
Written or meeting

Where possible,

EFSA shall '

answer the ) ating might be

questions in ':rrgaen\sed by EFSP

writing
Step 3
Summary National CA

|

EFSA draws up a summary — (][] [
proving an overview of the oo oQ
advice which includes how the oo WU WO oo

comments were taken into oo
account and sends it to the .
requester for information

3 S

"~ efsam

European Food Safety Authority




Business Operator Notifies Study

according to Article 32b

European Food Safety Authority

Complete \ Notify
information Submy;
V22222222 222222 i

) Draft )
Search study
N

and/or intended
study

Alert

John



Non-committal nature of R-PSA

~=

Any subsequent
assessment of
applications by EFSA and
the Member States

-

. -\.'!‘ 3

The assessment of the
qualification of the specific
regulated product under a

given regulated product area

European Food Safety Authority

Sarah

The potential applicant
shall not be bound by any
renewal pre-submission
advice
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Submission of the application

European Food Safety Authority

|

~ efsam

European Food Safety Authority

¥ i )

EFSA receives the
application

&
N a“d'\\'-Y

Publication of

Segregation of task the summary
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G-PSA vs R-PSA . efcam

European Food Safety Authority

COMPARE /
r
General pre-submission advice Renewal pre-submission advice
« Upon request « Systematic and proactive
« Rules/Content « Content
 No proposed study design « Study design
« General « Specific and targeted
« SME « Considers the public consultation

Non-committal



efsae

European Food Safety Authority

Technical Group on
Notification of Studies EFSA colleagues providing
database: scientific input
(link)

EFSA colleagues and
contractors working on the
implementation


https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation-training-programme

3 S

Thank you for attending our webinar! | . afsae

European Food Safety Authority

The recording of today's webinar will be
available on the EFSA website in a few days

Please take few minutes to fill out the evaluation form that you will receive
shortly in your inbox. Your feedback is essential to improve our future events

-k""—
e
L3
=

efsam

Trusted science for safe food European Food Safety Authority



L
Stay connected! - efsam

§ Subscribe to
® www.efsa.europa.eu/en/news/newsletters
www.efsa.europa.eu/en/rss

Engage with careers

Follow us on Twitter
@efsa_eu
@plants_efsa
@methods_efsa
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