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@ Who we are

efsae

European Food Safety Authority

Presenters of this Q&A contributors: Webinar moderator:

webinar

- Bénédicte Vagenende
* Anastasia Livanou

* Simone Gabbi

Goals

Stefano Cappé « Goran Kumric
Sara De Berardis

Pietro Piffanelli
Dafni Maria Kagkli
Francesca Volpi

To explain the arrangements, steps and the tools of the application procedure for GMO food and
feed implemented by EFSA following the entry into force of the Transparency Regulation.
Applicable to applications (new applications and renewals) submitted pursuant to Regulation No
1829/2003 on genetically modified food and feed.

Address questions encountered by applicants since the entry into application of the Transparency
Regulation.

Out of scope:

Clarifications about aspects of the authorization process which have not been affected by the
Transparency Regulation.

Clarifications related to the Directive 2001/18/EC on the deliberate release into the environment
of genetically modified organisms
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European Food Safety Authority

* You are automatically connected to the audio broadcast. One-way audio (listen only mode).

* You can submit questions throughout the webinar via the dedicated Q&A tab on the top right
navigation bar

« The webinar is in English and questions should be submitted in English through the platform.

«  Some questions will be answered in written and some others will be answered live

« If some questions remain unanswered you can resubmit them via the Ask a question
Connect.EFSA tool (https://connect.efsa.europa.eu/RM/s/askefsa)

« This webinaris being recorded

Presentation
window

Q&A box:
Forany

questions

related to
the topic or
unexpected

IT issues



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

Lifecycle of an application
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Transparency Regulation from 27t March 2021 *n.efsa -

European Food Safety Authority

More reliable Effective risk
U e T independent studies SEAIET ORI communication
> Better access to > EFSA will have > Member States > Improve
scientific studies more access to will contribute coordination
relevant scientific more to EFSA's between risk
evidence in governance and assessors and
requests for scientific Panels risk managers to
authorisation ensure better

communication
to stakeholders
and general
public

Applicable For - New dossier/applications submitted on or after 27th March 2021

@ Click here to access the Factsheet: “A Modern and Sustainable Food Law in the EU”


https://ec.europa.eu/food/sites/food/files/gfl_transparency_comm_proposal_20180410_factsheet_en.pdf
https://www.efsa.europa.eu/en/events/webinar-notification-studies-and-pre-submission-advice
https://www.efsa.europa.eu/en/events/webinar-notification-studies-and-pre-submission-advice

Applications Workflows

European Food Safety Authority

Mandate & Ffrgl_lmlnary_ Risk Assessment O_utp_ut
o activities to Risk publication &
Dossier intake (RA) : L
Assessment dissemination
« Pre-intake activities / '/ /
(NoS, PSA) « EFSA preparatory steps » Preparation of the first * Notification on adopted
draft scientific output scientific output
* Mandate and dossier
receipt « Request for Additional « Editorial check and
Information (RFI) corrections
+ Withdrawal of dossier
« Assessment of » Pre-notification of
« Validity check & confidentiality requests scientific output
validation of dossier on submitted RFI (if
applicable) « Publication of scientific
« Publication of non output and supporting
confidential dossier « Draft scientific output evidences
finalisation
« Assessment of « Correction of a published
confidentiality requests + Endorsement /Adoption scientific output (if
on the valid / admissible of a SP/SC output applicable)
dossier
» Public Consultation
» Targeted consultations
with Member States

Confidentiality
7
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New TOOLS for Business Operators | “ . afsae

European Food Safety Authority

eSubmission Open

EESA PORTALINO

Food Chain
Platform

Notification of v' Dossier v" Monitoring of v' Used by legal or
Studies (NoS) eSubmission risk natural persons
Pre- v Request for assessment for submitting
submission Information flow confidentiality
Advice (PSA) (RFI) v' Dissemination requests relate
AskAQuestion v" Follow-up portal d to

Public access lifecycle v' Proactive applications,

to document disclosure of datasets and

Targeted information documents
consultation supporting the
Public generic

consultation EREEIES




Account creation and management



Registration Process . “ . afsae
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European Food Safety Authority

-~

AA

Sarah John Martin
Potential Applicant Laboratories Third Parties ~ The public _
Testing facilities (during PC or once studies
are published)

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 representing one or more entities shall also register in the Authority system supporting pre-
submission activities ...1 and obtain the authorization by represented entities to act on their behalf

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

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

10


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

Connect.EFSA Portal - Account Registration

f—_'efsa- | connect Home Public Consultation Ask a Question

Contact Us

FAQ

Terms of Use Q Log in/Register

Welcome to our Portal

C 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.

Public Consultations Ask a Question

Register for Portal

@ Click here to register

~ FAQ

About EFSA

1 did not receive an email confirming my registration to Connect. EFSA. How can | complete my registration
to the portal?

How do | subscribe to EFSA’s newsletters?

Where can | find information on upcaming, ongoing and finalised scientific work?

Engage with EFSA

| did not ieceive an email confitming my registiation to Connect.EFSA. How can | complete my registiation
to the portal?

How do | find the information | am looking for on the EFSA website?

Where do | find the DAR (Draft Assessment Repaits) application tool and refated files?

You didn't find what you were looking for?

Ask a Question

European Food Safety Authority

The potential applicant
starts the registrationin
the portal.

The potential applicant
must register as the
entity he/she is
representing (e.g. a

Sarah company).

The account name will
then be the entity
(company) name

11



Connect.EFSA Portal - Account Registration

“-eTSdm | connect

Exwopean faod Safety Authariy

Select

Select

‘

European Food Safety Authority

Information related to the contact person of the account. The
information and the e-mail address must be person specific and
linked to the entity registered. No functional and generic
mailboxes (e.g @gmail).

Each account can register a maximum of 6 contact persons

(NEW since 30 June).

Information related to the organisation (e.g company). The
name inserted will be the account name.

A complete billing address is essential for a clear identification
of the company.

After the registration, the
account and the contact(s)
are not active yet.

"’

Upon registration, EFSA
performs a security check of
the account in few days.

"’

Once the account is
considered valid, EFSA
activate the account and the
contact(s) inside.

"’

The applicant is ready to use
the functionalities of the
portal.

As regards multinational companies made up of several entities, any of these entities may register provided that the registered entity
is recognised as having a separate legal personality under the national law of the country in which it has its registered office.




Authorisation of delegation to third parties

European Food Safety Authority

Martin send a notification on behalf of Sarah

\ 4

Martin

Third party/Consultant Database of

Study Notifications

Sarah
Potential Applicants

Creates firstly an account relationship:
“My Details” page
“Manage Relationship” section

The third party must notify studies indicating as business operator the applicant they represent. Additional applicants
of a group of applicants can be indicated with “share with” functionality.

Example: A consultant creates a pre-application ID and add the business operator (the potential applicant, not the

consultant!) in the ‘Business Operator’ field. If applicable the consultant shares the pre-application ID with other
business operator(s).

13



Organisations playing multiple roles

European Food Safety Authority

4 a U e

Business Laboratory Third

Sarah John Operator Party
Potential Applicants Laboratories
Testing facilities

4 "
Martin Sarah

Third
Parties

Potential applicants, laboratories and third parties can choose when submitting studies if they are submitting them as Business
Operator or Laboratory

Detailed information is available in the user guides on pre-application ID and study notification updated on 4 February
2022 and available on the EFSA Toolkit page

Webinars: Webinar 16 February (here). Webinar 25 March (here).

14


https://www.efsa.europa.eu/en/events/event/webinar-introduction-notification-studies-and-pre-submission-advice
https://www.efsa.europa.eu/en/events/webinar-notification-studies-and-pre-submission-advice
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-pre-application-id.pdf
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-notification-of-studies.pdf
https://www.efsa.europa.eu/it/applications/toolkit

Pre-Application ID
Pre-submission advice
Notification of Studies



New applications



Pre-Application Identification

Sarah

Potential Applicants

Subject
of the application

Intended Area

17



General Pre-Submission

Advice

European Food Safety Authority

Step 1 Step 2
Pre-application ID General Pre-Submission Advice
M oersthe prespplcationtd I . efsam
o0 Provides the general  ** 4 g4 '
The potential applicant ) ( pre-submission o - e
Sarah can ask pre-submission advice =
advice anytime before o
submission Pre-Submission

Advice tool
Connect.EFSA

~“

Step 3
Validation of application

~ efsam

EFSA publishes summary
of general pre-submission
advice after application is
declared valid

18
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Notification of Studies for new application | “ . afsae

European Food Safety Authority

Step 1 Step 2
Pre-submission phase Submission of application
_ _ The potential applicant
M The potential applicant includes in the dossier
o0 gets the pre-application-ID information on studies
notified and any justification .
Sarah for non-compliance with - efsam
study notification obligations =~ "I
Both Business Operator ) ( — [ —
and Laboratory Database of EFSA performs the o BEHE
notlfy Studies Study Notifications validation of the s 0
(Article 32b) Connect.EFSA application
N
Step 3
Validation of application
MEEE-E EFSA publishes study notifications

— g un =  With related studies upon validation
s BEE o and aftera decision on confidentiality
requests is taken



Pre-Application ID for new applications:

Application type - GMO

European Food Safety Authority

When requesting a new pre-application ID, the potential applicant must select the Food Domain, the Authorisation Type
and the related Application Type (see the example below).

New Pre-Application ID

*Request Mame

GMO ‘

*Business Operator

Search Accounts... Q, ‘

*Epod Domain

GMO - l

* Authorisation Type

Food and Feed - Regulation (EC) No 1829/2003 - l

* fpplication Type

[ ~None- - ]

+ ~Mone--

Application for authorisation of a new genetically modified food and/or feed

Application for modification of an existing authorisation of a genetically modified food and/or feed

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

20



Renewal applications



General Pre-Submission Advice (for renewal)

Step 1
Pre-application ID

The potential applicant
gets the pre-application ID
for renewal

-

xR

The potential applicant can
ask pre-submission advice
anytime before submission

Sarah

)

Step 2

European Food Safety Authority

General Pre-Submission Advice

EFSA

Provides the general

( pre-submission
advice

Pre-Submission
Advice tool
Connect.EFSA

“’

Step 3
Validation of application

~ efsam

Dertparis Food Sality batketty

EFSA publishes summary
of general pre-submission
advice after application s
declared valid

E
-

- efsam

Eurapran Fosa Saifvty Sauthodty
——

22



Notification of Studies for renewal application

European Food Safety Authority

Step 2
Public consultation and Renewal
Pre-Submission Advice

Step 1
Application renewal

@ The potential applicant
o0 gets the pre-application-ID
for renewal ol
sarah EFSA - efsam
The potential applicant ) ( E:gvéﬂﬁsﬁ:giiginaec\ll\\ll?cle —E —
intended studies and Database of o
h : Study Notifications
study design (Article Connect.EFSA
32¢(1)) )
N
Step 3
Notify studies
mgfjka: The potential applicant notifies
— g un = Studies (Article 32b)
n BEE o



Pre-Application ID for Renewal

European Food Safety Authority

For renewal, the potential applicant should also prefill some information for the pre-application ID

New Pre-Application ID for Renewal

*Reguest Name

[ow |

*Business Operator

Search Accounts. .. Q, ]

*Former Application ID @

| |

= sutErrot T RppiTateT O

‘ 4

*Food Domain

[ —Mone— - ]

Authorisation Type

[ ~None- v ]

Application Type

= =

Mote @

Link to the EFSA
question number
of the application
related to the
authorisation to
renew

24



Pre-Application ID for Renewal:

A p p | I Ca t I O n ty p e - G M O European Food Safety Authoy

When requesting a new pre-application ID for renewal the potential applicant must select the Food Domain, the
Authorisation Type and the related Application Type (see the example below).

*ood Domain

GMO

* puthorisation Type

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

* Application Type

~Maone--

¥ —lone-

Application for authorisation of a new genetically modified food and/or feed

Application for modification of an existing authorisation of a genetically modified food and/or feed

25



Pre-Application ID for Renewal:

fill in intended study information

From the pre-

application for

renewal crate a
“new study”

Fill in relevant
information for
intended studies

Once all intended
studies are
completed, submit
the list of
intended studies
for renewal

Edit

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

*Study Title

I GMO renewal intended sludy{

Study English Mame

I GIMO renewal intended study

Former Application ID Study Starting Date

I EFSA-Q-00000000 & l
Study Planned Completion Date
| 5]

Study Scope

Study Type *Food Domain

I ~None- . [ GMO =

International Standard Certification * Authorisation Type

[ -None- : [ Food and Feed - Regulation (EC) No 182§ l
* Application Type
[ Application for renewal of authorisation :
Study Intemal Reference ID

Test ltem

GMO XXXXX l

Other Components
‘

»

|

European Food Safety Authority

Study Status Tracker

This Intended Study has been saved as a draft intended study. Intended studies
must be submitted as a List of Intended Studies within the Pre-Application 1D for
renewal. You can transform an intended study in a draft study notification any time
via the button by clicking on Select 'Operation button’ and then "Notify’ (in the top
right-hand side of the screen).

Please note that the following information elements MUST contain a value before
the Intended Study for renewal can be submitted:

= Study Title

In Study Scope section:

= Study Type

+ Food Domain

* Authorisation Type

« Application Type

+ Study Objective

+ Study Test Item

+ Components (where applicable)

In the Study Design section:

+ Study Guideline
* Study Design Description

In the Study Design section, the Study Guideline field is mandatory. If you select
‘Other’, the Study Design Description also becomes mandatory.

26




Public consultation on intended studies for

renewal

©

Receipt of the list of
intended studies for
renewal

L]

Step 2
Consultation

The consultation of third
parties shall remain open for a
period of three weeks

- efsam

European Foos Salety Suthasity

3 S

"~ efsam

European Food Safety Authority

Step 1
Administrative Check
i 10
w‘:r\:?ng day®
from the- n Of
EFSA launches the _ Cg:“"em _
consultation of third Including on the R ministrative
parties on the intended proposed design chec

studies for renewal of the studies

Step 3

Step 4
Comments

Summary of R-PSA
All comments received by
stakeholders and the public shall
be made public by EFSA

The results of the consultation
of third parties shall be inserted
in the summary of the renewal
pre-submission advice



E-Submission (demo)



E-submission Food Chain Platform (ESFC)

European Food Safety Authority

FSCAP v.1 EC web system, operational since Jan 2018

v.2 - E-Submission Food 6 Food Domains - 37 Application Types
Chain Platform (ESFC) (new applications, modifications & renewals)

« Food Contact Materials: Substances, Active & Intelligent

« TR compliance: NoS, Confidentiality materials, Recycling processes
assessment, Dissemination - Food Improvement Agents: Food Additives, Food
_ Enzymes, Food Flavourings, Smoke Flavourings Primary
« All Regulated Products dossiers Products

(excl. pesticides) ) : :
« GMO: Food-feed (Regulation), GMO Directive;

« Single point of entry for Applicant, * Nutrition: Novel/Traditional Foods, Health Claims, Infant
European Commission, Member States formulae, Food allergens, Nutrient sources

+ Biological hazards: Decontamination substances
 Feed Additives

@® URL for ESFC @® Video Tutorials ® User Guide

Hyperlink Hyperlink Hyperlink

29


https://webgate.ec.europa.eu/esfc
https://ec.europa.eu/food/safety/general_food_law/training-and-support_en
https://ec.europa.eu/food/system/files/2021-04/gfl_train_supp_e-sub_user-guide.pdf

Dossier Intake and Portal Updates



Mandate and Dossier Intake

European Food Safety Authority

o MS (or EC for renewal applications) sends mandate and B o R o () N0 S et
makes the application available to EFSA
Home Questions Subject Timeline

open
v Request for placing on the market of genetically modified
DP4114xMONB9034xMONB7411xDAS-40278-9 maize for all food and feed uses, import

and processing but excluding cultivation (EFSA-GMO-NL-2020-171) 20052022

Risk Assessment Deadline
Search by: question no., substance no., description

o Question # assigned and linked to Mandate Bt -

No Output has been formed yet for this question. From 09 082021 to 04112021

GMO x Clock Stop
From 11-05-2021 to 12:07-2021
- - - . - 3 Clock Stop
o Basic info visible in Open.EFSA Portal © dosetts W05 yigence and supporting documents
Filter Questions App"caﬁzl ....
Food Domain the authol e Neme
Administrative and Technical Support 1 Additional Evidence ~ MS Request
Animal Health 8524/02/202': G | | f
. A . tatus: Ongoi Additional Evidence  Summary eneral InTo
o EFSA performs Completeness check, incl. NoS check |
Biological Hazards Additional Evidence  Acknowledgement letter
Biological Hazards - Animal by-products |
Biological Hazards - EUSR TSE GMO - EFSA-Q Additional Evidence ~ EFSA-Q-2020-00833_EFSA-GMO-NL-2020-171_Valid Applicants
AM: fological Hazards - EUSR zoonoses and Applicatiol Additional Evidence 2021-05-11 EFSA to appl_stop the clock 1_AP171_Cow Pioneer Overseas Corporation
f f H . H I H H Biological Hazards - Multinational the authorl 1  Presubmission advice
@) Request Or In Ormat|0n (RFI) . recelved & rep Ied Vla ESFC foodborne outbreaks | <8 Question number
Contaminants £124/02/2022 EFSA-Q-2020-00833
Data Collection and Analysis Status: Ongoil
Decon?amirTation Substances Assessment Upcoming Activities Question type
Emerging Risks ) J ) Application
Engagement and Cooperation No Activities Available
H H H H Feed Additives . L P
o EFSA declares application valid for risk assessment Process pe
Food Improvement Agents Applicatio PRICILON
GMO . l _—
Multi-sectorial risk assessment modificati Appll.calulm type L .
Novel Foods S—— Ap;z:l;-:a:lc;n fgr audthonfsat‘;on of a new genetically
- - - - - s:;:g:;;s MRL Status: Ongoil modiied feod androree
O EFSA pLIb“SheS non CO nfldentlal Valld dOSS|er Pesticides Peer Review - Other Areas iacedl —’
Pesticides Peer Review (AIR) Regulation (EC) No 1829/2003
. . . . Pesticides Peer Review (NAS) . n
- b d Plant Health GMO - EFSA-Q-2022-00109 Mandate number
(+ pre-submission advice summary, if any) andate b
Risk Communications, Social Advice and DO1 .01_GMO'1 5 .
Research Charter on Open... Dossier number [
Scientific Co-operation GMO0-2020-0009
o Risk Assessment & Assessment of confidentiality requests




Confidentiality assessment of requests
submitted with regard to GM food and feed
applications



GMFF Applications

Application submitted
before 27/03/2021

Pre-Transparency Regulation

Regulation 178/2002 applies

» Confidentiality requests
assessed in accordance with

Article 39 of original Regulation
178/2002

European Food Safety Authority

Application submitted
on/after 27/03/2021

Regulation 178/2002 as amended by
Transparency Regulation applies

» Practical Arrangements concerning
transparency and confidentiality apply

» Confidentiality requests assessed in accordance

with Articles 39-39e of the amended Regulation
178/2002

33



Transparency Regulation principles p “ . afsae

Proactive Disclosure

Article 29(1) of Reg 1829/2003
referring to Art 38 of Reg
178/2002

Proactive disclosure e.g. for:

» Information data or studies
submitted to support an application
dossier

» Other information identified by
EFSA and used as basis for opinion

3 S

European Food Safety Authority

Confidentiality

Article 30 of Reg 1829/2003
referring to Articles 39-39e of Reg
178/2002 - Confidential status:

» Only for items included in the
closed positive list of the Practical
Arrangements concerning
transparency and confidentiality
Annex

> Only if substantive and procedural
requirements are met

34



Underlying principles

Proactive disclosure of non-confidential
version of application dossiers as of
validation

Confidentiality as exception to transparency

Burden of proof on applicants

Non-disclosure of information claimed
confidential pending decision-making

European Food Safety Authority

35



Procedural requirements

European Food Safety Authority

Submission through ESFC for applications or Portalino for follow up to
inconclusive opinions and data supporting generic mandates

Including verifiable justifications, a confidential and a non-confidential
version of the document

Providing clarifications ONLY if requested to do so by EFSA (via ESFC
or email)

Submit clarifications within the deadline set by EFSA (via ESFC or
email)

Modifications of submitted requests not allowed, unless requested by
EFSA

No fees



efsae

European Food Safety Authority

Confidentiality requests only on items in closed positive list — for
GM food and feed applications:

the manufacturing or production process, including the method
and innovative aspects thereof, as well as other technical and
industrial specifications inherent to that process or method, except
for information which is relevant to the assessment of safety;

commercial links between a producer or importer and the
applicant;

commercial information revealing sourcing, market shares or
business strategy of the applicant;

DNA sequence information, except for sequences used for the

purpose of detection, identification and quantification of the
transformation event; and

breeding patterns and strategies



3 S

Non-disclosure of Personal Data | “ . afsae

European Food Safety Authority

name and address of the applicant

« names of authors of published/publicly available
studies supporting the application Legal Ground:

- names of all participants and observers in GFL Art 39e(1)

meetings of the Scientific Committee and the
Scientific Panels, their working groups and any
other ad hoc group meeting on the application

Legal Ground:
GFL Art 39e(2
& 3)

38




Substantive requirements

European Food Safety Authority

\ ’ Identifying clearly the information claimed confidential, with references

‘ Indicating the legal basis (grounds)

@ Explaining why the item should be kept confidential:

.

» Information acquired legitimately

O Information not publicly available
O Potential harm to a significant degree

» Negligible harm - rebuttable presumption
> Novelty - rebuttable presumption
Clarification on whether information claimed

confidential falls under “environmental information”
(Art 2 of Aarhus Regulation)



ESFC - Building a Confidentiality Request

European Food Safety Authority

= 90-day oral Study Report 28/05/2021
toxicity_report_1_confid.pdf 21.06
« Provide non-confidential file AND +  Metadata
confidential version of the file e o TR et

* Provide non-confidential file e——> . Non confidenti e
- E nsure th at I N fo rmatl on 90-day oral toxicity_report_1_non_conf.pdf 28/05/2021 21:07 x
claimed confidential is redacted by
using a redaction tool which ensures

Grounds for confidential file *

Article 39(2)(d) of Regulation EC No 178/2002 - quantitative composition of the subject

- - - + ; i S X
th at the red acted i nfo rm atl on T matter of the request, except for information which is relevant to the assessment of safety
i rreve rSi b I y b I (o] ® ked 0O ut . Article 39(e)(2) of Regulation (EC) No 178/2002 - personal data (names and addresses) of
_ individuals involved or contained in testing on vertebrate studies and in toxicological -
information and personal data of individuals involved or contained in human studies, as well
i as the name of authors of any unpublished studies
. Define and support your request; =——]
Ground @
- Legal ground
- - Article 39(e)(2) of Regulation (EC) No 178/2002 - personal data (names and addresses) of
- J u Stl fl Catl 0 n individuals involved or contained in testing on vertebrate studies and in toxicological in- Slear
formation and personal data of individuals involved or contained in human studies, as well
- Excerpt 4 _ .
as the name of authors of any unpublished studies
- Location in file
Justification @ Excerpt of the text @
Lorem ipsum dolor sit amet, consectetur Consectetur adipiscing elit, sed do eiusmod
adipiscing elit, sed do eiusmod tempor tempor incididunt ut labore et dolore magna
incididunt ut labore et dolore magna aliqua. aliqua.
7 4

Related section @

page 1,line 15



Portalino - building confidentiality requests (1)

- Provide non-confidential file AND
confidential version of the file L

® 2. Data owner

® 3. Contact

« Ensure that the confidential version‘_c_______>

of the document includes
earmarked parts matching exactly
the blackened parts of the non-
confidential version

 Ensure that
information claimed confidential is
redacted by using a redaction tool
which ensures that the redacted
information is irreversibly blocked
out.

European Food Safety Authority

- -M 3
Step 4/4: Confidentiality requests hdiery fee
Zip files
AN GDdor st et recirte adp ) o, sed X susmod termpor InodsSunt o lalxee ¢t Godore b
FriEm ad Merem verieTL @A nostrad exercitahion ularm
Fud vergon © O Remove
Non confidential version * 0 Remove

Confidentiality Request

eate the conhoermisifty regaests (o the different fics i the Dip fite descnben) e name. Ground and cond®icns. b putifac aticn
- 3 il Sex
Fim name 1 Anrex 1
Ground « Article 20(2)(b) of Regulation (EC) No 1935/2004 - Article 20(2
Justification ne, 1
Amsticaton

For the purposes of paragraph 1, business operators shall. without delay,
notify the Authority of the titie and the scope of any study COmMMISSIONed or

Excenpt of the text + carried Out by them 10 SUDPOrt an appiication or a notification, a8 well as
the laboratory of 1esting facility carmying out that study, and its starting and
planned complet:on dates
Sedtion|

Potertal harm ves NO

41



Portalino - building confidentiality requests (2)

European Food Safety Authority

Confidentiality Request
@ 1. Subject Create the confidentiality regeests for the different fdes i the 29 fike describeng F de name. Ground and condiicns, Sustficaton
tor cach ground, Excerpt of the tert Redsted section
@ 2. Data owner

® 3. Contact File name 1 + Anmex 1
4. Confidentiality requests Articte 20(2)(b) of Regulation (EC) No 1935/2004 - Article 20(2
Define and support your
= Justficatson nr, 1

request: per—

= Legal ground For the purposes of paragraph 1, business operators shall without delay.

. . 1l o $C of COMUTH o
- Justification il o i T G et S S 8 OV S S
- Excerpt the laboratory o testing facility cCarrying cut that study, and its starting and

planned compiletion dates

- Location in file

Related S@CTON © l 2

Potertal harm - ves nNo
M-—dl-.‘mj} Yes NO
Errvrorrmartsl Drotecton - ves NO
Novely - Yes NO

+ A0d anOther reguest
L——

coenows IR -....oon || cone
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Practical Tips

Confidential version of the document to highlight info
claimed confidential asb boxed or earmarked,
matching exactly with the blackened parts of the non-
confidential version

In the public version, use a redaction_tool which
ensures _ that the redacted information
is irreversibly blocked out.

Only one confidentiality request per document per
legal ground is submitted

v justification must comply with Articles 9 and 10 of
FSA's Practical Arrangements concerning transparency
and confidentiality

No duplications

No confidentiality requests on publicly available
information
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Procedural steps EFSA confidentiality

assessment
European Food Safety Authority
STEPS
Mandatory
notlflcatlpr? of Notification of Possibility to file Implementation
draft decision the final confirmatory of confidentiality
to the decision to application via tool decisions -
applicant for the applicant or email to sanitization - by
comments via iia ESEC or EFSA
@ FC or email ail @
confidentiality confidentiality Confidentialityconfirm
requestassess requestassess atoryapplication@efsa
ment@efsa.Eu ment@efsa.E .europa.eu
ropa.eu uropa.eu

EFSA may review its decision in case scientific output identifies foreseeable effects
on human health, animal health or the environment (Art 39¢ GFL)


mailto:confidentialityrequestassessment@efsa.Europa.eu
mailto:confidentialityrequestassessment@efsa.Europa.eu
mailto:confidentialityconfirmatoryapplication@efsa.europa.eu

Public Consultations




EFSA’s (main) types of PCs

European Food Safety Authority

O Draft risk assessment protocol

© Draft scientific output

© DAR/RAR/ED report (PEST)

O List of intended studies for application for renewal

O Non-confidential version of a validated application
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Overview of the process

European Food Safety Authority

[ PC on the list of intended studies for application renewal ]
Submits the list of Publication of Together
() intended studies consuttation’s (&) with the PSA
Business for renewal outcome summary Aim:
operator QR”%XS? Inform the elaboration of the
€ renewal pre-submission advice
summary to a potential applicant
t*h, N _ o _ J When:
. efsa - Administrative Publication of third- e g Right after Pre-application phase
European Food Safety Authority check pa rty comments the PC (ahead of renewal)
i Open.EFSA
c 10 worklng Dilgsemination
days Public portal

consultation

% 3 calendar weeks
Promotion .’

for GMO
“.
LN




Overview of the process

European Food Safety Authority

PC on the non-confidential version of a validated application

Joa 3

Business
operator

r*k*‘
- efsam

European Food Safety Authority

‘ Confidential
ity decision

A
Submits an Publication of I Together with
application; requests consultation’s e (V) the final
confidentiality* outcome scientific output Aim:
tt?engg)i(n?c?n Collect new or additional

evidence/data/information
to assess an application

i o L . } ) When:

assessment party comments the PC assessment of the dossier
Open.EFSA
) Dissemination
Public porta|
consultation
Promotion .’ % 3 calendar *if no confidentiality assessment is requested by the applicant, the consultation is run on
o ‘ ® weeks the published dossier made available through the Open.EFSA portal. Step 2 is skipped.
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Public interface:

The Connect.EFSA community portal

European Food Safety Authority

How to access the portal

® Home X ok

& > C O & connectefsacuropa.eu/RM/s/

i Apps B Custolh 2 2 o ol P

Click this link |
3https://connect.efsa.europa.eu/RM/s/puin i

* efsam | connect Home Public Consultation Ask a Question Contact Us FAQ Terms of Use

cconsultation

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

locuments. You can also register for the Portal. Bef(;jesset;zir::g EFSA a question, please read the Frequently Asked T S 7.7 S 77. 77777777777777777777777777777777777777777 |
P @ Display the list of planned/open/closed
FAa ~consultations

& PublicConsultation x +

& > C O @& connectefsaeuropa.eu/RM/s/publicconsultation

Public Consultations
i Apps @ Customizelinks G iGoogle b SharePoint EJ Intranet- Home @ Home - Gamestorm.. @ SYSPER Login [IT] Worldometer - real.. @ JSIS online

._.Eff.i: ‘ connect Home Public Consultation Ask a Question Contact Us FAQ Terms of Use

" -
Public Consultations \ The 2OIREL =
\ easily accessible

In the list below, you can find all open public consultations. You can click on the tile and leave a comment using the fro I I l t h e E FS \
specific form provided. O
: @ website

g Open Public Consultations v

0items - Sorted by Public Consultation Number + Filtered by All public consultations - Status, End Date [ Q. search thislist..

Public Consultation Number 4 v | Title v | Food Domain v l End Date
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Open EFSA - Publishing of comments

Calendar

Closed
consultations

Calesdar Filtery Colemdar of Public §  #fidm | = o ——

nirm
- Praibles Coadultation Details
L . P, M
e (R L TN R
e =
e e Tl Sowk Deamens
] = Frovasm dn
L [—
'
L [P
v . B R e B e 5
s, =
7 - - i g—
L " - r L
Pt —t——
x
- e e
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Public
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Risk Assessment, Adoption and Publication



Risk Assessment Phase

Risk Assessment
(RA)

Preparation of the
first draft scientific
output

Additional data
request (ADR)

Draft scientific output
finalisation

Assessment of
confidentiality
requests on
submitted ADR

Endorsement
/Adoption of a SP
output

European Food Safety Authority
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Output Publication & Dissemination phase

O_utpyt Notification on
Publication & adopted scientific
Dissemination output

Publication of
scientific output and
supporting evidences

M N—

Correctionof a
published scientific
output (if applicable)

= #

Editorial check and
corrections

Pre-notification of
scientific output

European Food Safety Authority
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Useful information

Legal documents:

TR: Reqgulation (EU) 2019/1381

General Food Law: consolidated text of Regulation
(EC) No 178/2002

Regulation (EC) No 1829/2003 of the European
Parliament and of the Council of 22 September
2003 on genetically modified food and feed
https://eur-lex.europa.eu/legal-
content/EN/ALL/?uri=CELEX:32003R1829

PAs on transparency and confidentiality: Practical

Arrangements concerning transparency and
confidentiality
PA on pre-submission phase and public

consultations;https://www.efsa.europa.eu/sites/d
efault/files/corporate publications/files/210111-
PAs-pre-submission-phase-and-public-
consultations.pdf

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

European Food Safety Authority

Guidance/training material:

GMO: guidance web section

» Administrative quidance for the preparation of
applications on genetically modified plants;

» Administrative quidance for the preparation of
renewal applications on genetically modified food
and feed

Catalogue of services (update 2021)

Administrative quidance for the processing of
applications for requlated products (update 2021)

Training programme on Transparency regulation

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

User Guide - Notification of Studies (updated on 4 Feb

2022)
User Guide - Pre-application ID (updated on 4 Feb

2022)
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32019R1381
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02002R0178-20210327
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32003R1829
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-transparency-and-confidentiality.pdf
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/en/corporate-pubs/questions-and-answers-efsa-practical-arrangements
https://www.efsa.europa.eu/en/applications/gmo/regulationsandguidance
https://www.efsa.europa.eu/en/supporting/pub/en-6473
https://www.efsa.europa.eu/en/supporting/pub/en-6474
https://www.efsa.europa.eu/en/supporting/pub/en-6472
https://www.efsa.europa.eu/en/supporting/pub/en-6471
https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation-training-programme
https://www.efsa.europa.eu/en/applications/toolkit
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-notification-of-studies.pdf
https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-pre-application-id.pdf

Questions & answers session

3 Sana

"~ efsam

Trusted science for safe food European Food Safety Authority




European Food Safety Authority

Join our new LinkedIn group:
“EFSA support to applicants”

A space where you will find:

Information and support materials &5
¥
¥

efsam

European Food Safety Authority

Updates on the developments and progress of IT tools and platforms

Alerts on new training material and upcoming events
Clarifications to the most frequently asked questions received by FOR APPLICANTS

applicants

A space for interaction with your peers.

https://www.linkedin.com/groups/9083910/
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European Food Safety Authority

Thank you for attending our webinar

In case we did not manage to answer all your questions, please feel free to re-
submit them via EFSA Ask a question webform (EFSA.Connect at:
https://connect.efsa.europa.eu/RM/s/askefsa)

The recording of today’s webinar will be available on the EFSA website in
coming days

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

European Food Safety Authority

Subscribe to N~
Efsa.europa.eu/en/news/newsletter % Receive Job alerts

Efsa.europa.eu/en/rss Careers.efsa.europa.eu — job alerts

Follow us on Twitter
@efsa_eu
@plants_efsa
@methods_efsa
@animals_efsa

\ Contact us

Efsa.europa.eu/en/contact/askefsa

Follow us Linked in
Linkedin.com/company/efsa
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