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THE ROLE OF EFSA

=
- EUROPEAN FOOD SAFETY AUTHORITY
European Parliament Request Of

e T ™\ scientific advice e . .
European Commission, Member States EFSA is a risk assessor and provides risk
and European Parliament are the risk managers with the sound scientific advice
managers. They take decisions to ensure they need to take the final legislative or
fthe safety of the fo_od chain for the regulatory decision.

\lnterest of the EU citizens. ) Scientific \_ )

A 4

opinion

(

Authorisation of a recycling process and
regulatory decisions.

Reference: Risk Assessment Vs Risk Management: What's The Difference? 3 w



https://www.efsa.europa.eu/en/discover/infographics/risk-assessment-vs-risk-management-whats-difference

FCM-RECYCLING
APPLICATION
PROCESS




FCM-RECYCLING APPLICATION PROCESS

Pre-submission

phase*

*Potential applicant

* Applicant submits the

Submission phase &

Completeness check

Risk assessment

phase

+EFSA validates the

Post-adoption

phase

*EFSA publishes the

requests general pre application to the CA MS application scientific output
submission advice
(optional) *The CA MS mandates EFSA «EFSA launches public *Based on EFSA’s
and makes the application consultation on the opinion the EC
- Potential applicant notifies available to EFSA non-confidential prepares a draft
studies commissioned or application dossier specific measure
carried out as of 27/03/21 -EFSA performs the
(mandatory) completeness check of the -EFSA performs
application thorough risk
assessment
-EFSA Panel adopts the
scientific output
*As defined in EFSA’s
Practical Arrangements on 30 working days for completeness 6 months for risk assessment Confidentiality decision-
pre-submission phase and check + possible requests for + requests for additional making and proactive
information. information. disclosure.

public consultations.

Reference: Application procedure for food contact materials V



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
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
https://www.efsa.europa.eu/sites/default/files/applications/apdeskapplworkflowfcm.pdf

NOTIFICATION OF STUDIES (NOS)

Key points from
Article 32b of the General Food Law (GFL)

» Potential applicants are required to notify the
studies carried out or commissioned in support
of their applications under the EU law without
delay, i.e. before the starting date.

Notify studies on the Connect.EFSA portal upon
registration

Question 4, Part B of Q&A on EFSA's practical

arrangements provides indications on:

- studies for which the notification is required (e.g.
challenge test)

- analyses exempted from the notification of studies

* Any deviation from the requirements set by obligation
Article 32b needs to be justified.

* Only studies carried out as of 27 March 2021
require a notification.

 Justifications are to be submitted with the
corresponding application in the e-submission
food chain platform (ESFC) and will be evaluated
W, by EFSA at the suitability check.

” Reference: Section 2.2 of the Administrative guidance for individual recycling processes



https://www.efsa.europa.eu/en/supporting/pub/en-8968

NON-COMPLIANCE WITH NOS OBLIGATIONS

Pre-submission

Submission phase &

phase*

Completeness check

*Potential applicant * Applicant submits the

requests general pre {irmmnmsnE application to the CA MS
submission advice | re-submission :
(optional) A *The CA MS mandates EFSA
..... and makes the application
n - Potential applicant notifies 6-month available to EFSA

studies commissioned or penalty
carried out as of 27/03/21 *EFSA performs the
(mandatory) completeness check of the

application

v

PAS dgflned in EFSA's Application declared
ractical Arrgnqements on Al E
pre_subm|ss|on phase and b ;
public consultations.

Reference : Section 2.2. of the Administrative guidance for individual recycling processes V



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
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
https://www.efsa.europa.eu/en/supporting/pub/en-8968

CONFIDENTIALITY REQUIREMENTS

Key points

o L. Confidentiality requests should be submitted via the EFSC
* The Transparency Regulation introduced a principle platform. Hands-on instructions are provided in Section 11
of proactive disclosure and transparency of of the ESFC User quide.
information, studies and data submitted to EFSA for

scientific evaluation.

» Confidentiality requests may be submitted by the

applicant only for certain elements (Section 2.6.3). For each confidentiality request a verifiable justification
should be provided.

» EFSA may grant confidentiality status to those

elements.

* When the application is declared valid, the
application dossier is made publicly available with
the exception of the information that has been
claimed confidential by the applicant and
acknowledged by EFSA.

Reference: Section 2.6 of the Administrative guidance for individual recycling processes & EFSA’s Practical Arrangements concerning w
transparency and confidentiality 8



go-to resource on confidentiality

Check it out and navigate
confidentiality smoothly!




IT PLATFORMS

Follow

OpenEFSA

J=.-‘~|

o ]

= All you need to know about our risk
assessments

5 ®@' Connect 3 Bﬁ ESFC

Bringing together EF5A and its
stakeholders

This portal gives you the possibility to The e-submission Food Chain
engage with EFSA on a variety of f : platform (ESFC) is a web-based
topics. You can perform pre- application used by applicants to
submission activities (i.e. GPSA and : create, submit and manage their
NOS), take part in public ; applications.

consultations, request information 2 3o
and browse frequently asked
qguestions.

This portal hosts information on
scientific assessment work, allowing
you to follow the lifecycle of the risk
assessment process, from reception
to adoption, and to access public
documents related to it.

% EFSA's

toolkit page 10 w



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

CONNECT.EFSA PLATFORM

Register in the Connect.EFSA platform

S e S _

Consultations Ask a question Mare w

Wefsamconnect i

Welcome to

Connect EFSA

Interact with EFSA in different ways: submit comments through public consultations, ask questions, and request access to
documents. Sign up to access additional features and to perform pre-submission activities.

Login/Register

Some useful documents:

- How to register on Connect.EFSA

- User guides on how to perform pre-
submission activities: user guide on pre-
application ID and user guide on notification
of studies

Dedicated IT platform for engaging with
EFSA and performing different activities,
including:

- Notification of studies

- Request General pre-submission advice
- Ask a Question to EFSA

- Participate in public consultations

~

Important to register in advance to
Connect.EFSA to be ready to perform
activities. Registration will require a
verification step by EFSA and may take
a few days

"\


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fconnect.efsa.europa.eu%2FRM%2Fs%2F&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=dz1p9Q25AH4rmka0xo40HQTocgvYp3R0WCalM5t6QJE%3D&reserved=0
https://www.efsa.europa.eu/sites/default/files/2023-12/quick-reference-guide-registration-form-connect.pdf
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-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/sites/default/files/2021-07/user-guide-notification-of-studies.pdf

CONNECT.EFSA: CREATION OF PA-ID

Wefsamconnecr  Home  Comsutatons  Ackaqueston - More v Once registered to Connect.EFSA and prior to
initiating any pre-submission activity, a
potential applicant must create a pre-
application ID (PA-ID) to link all pre-
submission activities to the future application

Pre-submission activities

New pre-application ID Reports

Welcome Fdp,

In this section you can manage pre-application IDs and study notifications, access reports related to your pi

your submitted applications. USGfUl reSOU rceS

Connect EFSA registration manual 2

Pre-application IDs Notifications of studies database
Access and create pre-application IDs, request Access the lists of study notifications created by
general pre-submission advice, create and submit your organisation or shared with you by other

study notifications, and create and submit a list of ~ organisations. User guide on notification of studies

intended studies for renewal applications.

EFSA's catalogue of services for applicants @

12



CONNECT.EFSA: CREATION OF STUDY NOTIFICATION (NOS)

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

Pre-sub slon activities [ F pplication 1D / Pre-application ID detail page

[ Pre-Application 1D =7 e TR Pre-Appli : o
l New application for FGH ‘_‘I s l IR Q0 | R |'ll

= Use the Mew Study bution fo creat Studs o
" The user can use these buttons to create new AR SisEtin it

» Use the Add Studies button to add notified and or conotified

EFSA-ID-2024-00095] study notifications or add existing notified/co- studjes
notified studies to a pre-application ID, or to ® lieew Lig tion to oreote it o Brteadect ot for
B J . renewal (only for renswal applications)
Details tudy histor pErfOfm further actions on the pI“E-apphCEtlﬂﬂ ID. = Add additional parties to this Pre-Application 10 using the Share
2 ) With button

= Use the Add Component button to add one or more components

;
N pheal EFSR i to this Pre-Application 1D
: » Request a Genersl Pre-Subrmission Advice by using the Ask
! GPSA button
» Use the Delete bution to delete your Pre-Application ID (certain
v Details conditions apply)
sy o Food £ o
New appiication for FGH 4 Novel Foods #
Note @ ithration Tyoe Add Component
£ Novel Food Appbcation 4 !
pe |
el Food

‘:’ Subject of the Application: Components (D)

» Creation Details
Study notifications associated to the pre-application ID
are shown in this section.

] [ study Notification (0)

Useful resources

Connect EFSA registration manual &
User guide on pre-application ID 7

tudies (4

EFSA’s catalogue of services for applicants

Mandatory fields indicated with * (Study title, Study starting date, Study planned
completion date, Business Operator/applicant(s), Laboratory/ies, Study type, Intended
Study area, International standard certification, Study objective and Test item)

Reference: Annex Il of EFSA’s 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

CONNECT.EFSA: DRAFT NOTIFICATION TO BE NOTIFIED

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.

Test laboratory selection td Frimable view l celect operation

b b |
EFSA 0
Please select one 01 the Tollowing actions 1o proceed
Select One
@ Hal
3 Add
Please verify the information about the co-notifier before submitting this change 0w
T : Q=
To change the co-notifier name, click on the X in the "Name fisld” below, Start (@&l
typing the name of the organisation. Then click on the magnifying glass to show al
related results u
. Click Next to continue.
If yous cannot find the crganization that you are looking for, ieave the “Name fisld” !
afd. You will have the option 1o register a new organisation

Important to Notify a draft study notification as the date of this operation corresponds to
the date of the notification that is verified by EFSA during the compliance check with the w
NoS obligations (i.e. notification before the starting date)




ESFC: START THE APPLICATION PROCESS

Start new application/notification

1 Food Contact Materials w

Recycling Processes w

d Application for the authorisation of a new recycling process hd

4  Belgium w

5 | Federal Agency for the Safety of the Foed Chain ~
™,

[ Start process :,I

b /

IMPORTANT: this selection cannot be changed once the process is started, the
applicant should make sure that the selection has been done correctly before starting w
15




SUBMISSION OF APPLICATION ONCE ALL INFORMATION IS PROVIDED

E-SUBMISSION -

Food Contact
Materials Application
FCM-2023-79499

L ot L v Appican |

Administrative Data

Public summary

Technical Dossier

COWHLOAD ALL FILES .ZIP E

DOWNLOAD ALL METADATA PDF  Jiy

MEMBER STATES / COMPETENT
AUTHORITIES

Administrative Data

Phone number

12

Address

Add

Country

Austria

ill proceed with the creation and subm

you will

m (Connect. EFSA)

Website

Past code

pe

o

16



ESFC: MONITOR THE APPLICATION STATUS AFTER SUBMISSION (1)

MS/CA and
EFSA validity
check

Food Contact
Materials Application

FCM-2023-793500

EFSA guestion number

EFSA-0-2023-049389 [

Overview

Administrative Data

Public summary

Technical Dossier

Confidentiality Assessment O b
Presubmission Overview

Communications channel

DOWMNLOAD ALL FILES .ZIP b

12/06/2023

© ©

ersh  EFSA update

Mandate code - -2

rsa. Application Acknowledged by EFSA

Question Number: EFSA-0-2023-045989

EFSA Suitability/Completeness Check

Ms  Apnplication Forwarded to EFSA

SoEgg

M5 Application Acknowledged

feslic  Application Received w

17



ESFC: MONITOR THE APPLICATION STATUS AFTER SUBMISSION (2)

Request for
information
(RFI) by EFSA 20/08/2023 Q ers4  Application On Hold - Request For Information

r wmnation for your dossier FCM-2023-8713

f.-—\-\._
| View reguesis. |

29/08/2023 o EFsA  Reguest For Information - Deadline

RFl deadline: 01/10/2023 01:59

ESFC is sending automatic reminders a week before the deadline to reply to EFSA

18



ESFC: MONITOR THE APPLICATION STATUS AFTER SUBMISSION (3)

Validity
confirmed
and start of
Risk
assessment

Food Contact
Materials Application
FCM-2023-79500

Dossier Overview

— O Bl

Q,
12/06/2023 o EFs4  Validity Confirmed
EFSA question number
EFSA-Q-2023-04989 [4
12/06/2023 ° =54 Legal Risk Assessment Deadline
e Risk assessment deadline type: Legal
MOSSIER DATA
Rizk assessment deadline: 13/12/2023 00-59
Overview
Administrative Data i i )
12/06/2023 ° EFSA  Administrative check Completed
Public summary
12/06/2023 ° ers4 EFSA update
Technical Dossier a7
- Suitability/Completeness check deadline: 25/07/2023 01:59
- 2 Mandate code ; M-2022-007645
PROCESS DATA
o .
Confidentiality Assessment O 6B
Presubmission Overview 12/06/2023 ° ersa  Application Acknowledged by EFSA
i Question Mumber: EFSA-(-2023-C
Communications channel

19



Follow

I e oy 72 OpenEFSA
.

wg
you to follow the fifecycle of the risk
. sssessment process, from reception to
R adoption s pubilic

wefsa ' OPEN QUESTIONS PUBLIC CONSULTATIONS EXPERTS
Questions
361 results found . Export (361) questions to CSV Sorting:  Relevance
Food domain v

Food Contact Material EFSA-Q-2023-00467
a Application for the authorisation of the recycling process Gneuss 5 to produce recycled plastic for food contact uses

Food Contact Material (361)

Administrative and Technical Support

Last updated on: 18/06/2025
Status: Published
Animal Heaith

Animal Welfare

R a - Food Contact Material EFSA-Q-2023-00731

WV Show All
Application for the authorisation of the recycling process Sunwell Global IRD Crystallizing and Drying System to produce recycled plastic for food
Authorisation type v contact uses
Recycling Processes (361) Last updated on: 13/06/2025
Active and Intelligent Materials (53} Status: Intake

Food Additives (3)
Substance to be used in plastic materials (386)

Food Contact Material EF5A-Q-2023-00419

Type v
Application for the authorisation of the recycling process Zhejiang BORETECH Environmental Engineering_brtCOMBIPET to produce recycled

Application (358) .
plastic for food contact uses

Art 29 - Scientific opinion (3)
siubstances v Last updated on: 12/06/2025 a Clockst.o,a:- e‘;ipr:c:ecl
Status: Ongoing Risk Assessment until 12/09/2025

Status ¥ Foed Contact Material EFSA-Q-2025-00227

20



Follow

| 08 ) 72) OpenEFSA
M ssessments

OPENEFSA |

FOOD CONTACT MATERIAL

Recycling Processes

EFSA-(-2024-00670 | Status: Ongoing Risk Assessment Last updated: 13/05/2025

Subject Timeline

Application for the authorisation of the recycling process EREMA_VACUREMA Basic to produce recycled
plastic for food contact uses

13-11-2025

Risk Assessment Deadline

Dossier Valid

Output

Mo Output has been formed yet for this guestion.
20-17-2024

Dossier Received

Supporting documents [ Aifies |

Document Type Publish Date Download file

The non-confidential version of the
Wi 26 Nov. 2024 L PDF (150.0KB) General Info dossier is publicly available once the
Dossermumber application is declared valid.

FCM-2024-29770

21



SUPPORT TO
APPLICANTS



SUPPORT TO APPLICANTS

“EFSA is committed to engage with its stakeholders and to increase understanding of its scientific risk assessment
work.”

Services for applicants

Contents

Ask a question / Catalogue of services \

Share: @0@0 Pre-submission phase

Submission and
completeness/suitability

As part of EFSA’'s ongoing commitment to engage with its stakeholders and to
check phase

increase understanding of its scientific risk assessment work, EFSAhas
developed a customer-oriented approaéh to stakeholdersin the area Risk assessment phase
of applications for regulated products. Aiming at aninteractive and

responsive evaluation process, this approach is centred around a catalogue of
services offered to business operators and applicants. Support to SMEs

he catalogue provides alistof harmonised support initiatives targeted at
applicants. It covers the entire application life-

cycle forregulated products, from the preparation of the application (pre-
submission phase) tothe adoption and publication of EFSA's scientificoutput.

As new possibilities of interaction with EFSA, the catalogue includes general pre-
submission advice and renewal pre-submission advice, which were introduced by
the Transparency Regulation, as well as tailored services for smalland medium-

23


https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2021.EN-6472

SUPPORT INITIATIVES DURING THE LIFE-CYCLE OF APPLICATIONS

Notification on adopted

Clarification teleconference o
scientific output

Clarification teleconference . L
during scientific assessment

during completeness check

1
General pre-submission advice (GPSA) :
I
I
(>2 if SME) I'| Applicants’ hearing
l
I
I
|
I

Fast-tracking of GPSA submitted by SMEs Pre-publication notification of

Support to SMEs on use of IT tools adopted scientific output

Post-adoption teleconference

Pre-submission phase  FSIEuEE gﬁggleteness check ZIEE B Risk assessment phase  [ReEl Post-adoption phase

- J
Info session and webinars on applications EFSA web form - Ask a Question
Ad-hoc meeting with food and feed business representatives Follow-up teleconference on web form query
Scientific workshops and conferences Fast processing of web form queries by SMEs

campaign 24\\'1


https://sway.cloud.microsoft/eNMHcRvpobcPZjNe
https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2021.EN-6472

GENERAL PRE-SUBMISSION ADVICE (GPSA)

Do you have questions,
while preparing your
application, regarding the
applicable rules and the
content in guidance
documents?

General Pre-

Submission
Advice (GPSA)

More information on how to request a GPSA can be found in section 3.11 of the

Non-mandatory (but highly
recommended)

Non-committal for the applicants nor
for EFSA and its Scientific Panels

Available for all kind of applications

Can be requested any time before
sending the application

Written advice given within 30
working days (35, if the advice is
given in a telemeeting)

Only a succinct summary of the
advice is published together with
the application upon its validation



https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.efsa.europa.eu%2Fsites%2Fdefault%2Ffiles%2F2021-07%2Fuser-guide-pre-application-id.pdf&data=05%7C01%7C%7C517f12847fb8493c06d408db2c4ed74d%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C638152489345568626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=H9yWmCnv8pVHyM9oMEWqa5K67wp7cEkGzBAP29lc7pg%3D&reserved=0

SUPPORT TO APPLICANTS - ASK A QUESTION

Do you have questions _
ding the status of Not necessarily related to an
regf.;lr ] g application
applications, procedural I
steps, administrative/
scientific requirements Can be submitted anytime, not only
and/or IT tools*? during the pre-submission phase
Questions out of scope are those
AS k a related to rules and content for a
future application and to risk
management and interpretation of
Question i
Replies given within 15 working days

s\

* Requests for technical assistance on ESFC should be addressed to


mailto:sante-e-submission-food-chain@ec.europa.eu




PREMISE - REGULATION (EU) 2022/1616

Intricate
knowledge as the
basis for the
preparation of an
application

- only the
developer of the
decontamination

process of a
recycling process
can apply for
authorisation

CHAPTER V

PROCEDURE FOR THE AUTHORISATION OF INDIVIDUAL RECYCLING PROCESSES

Article 17
Application for the authorisation of individual recycling processes

1. To obtain authorisation of an individual recycling process, the natural person or legal entity that developed the

decontamination process of the recycling process, either exclusively for its own purposes as a recycler or for the sale or

licensing of recycling or decontamination installations to recyclers, ‘the applicant’, shall submit an application in
accordance with paragraph 2.




MANDATE FOR THE PREPARATION OF THE EFSA GUIDANCE

« > EFSA internal mandate for the preparation of a scientific and administrative

guidance on post-consumer mechanical PET recycling processes intended to be
used for manufacture of materials and articles in contact with food

(1)

(2)

(3)

(4)

(5)

(6)

(7)

Short description

; Polymer type of the recycling Subject to the
ll:celfr{;lll{;lg Technology name (esatien techitony Specification of plastic input Specification of output antRotis g
gy gy specification in (detailed peeiieal P oF PEEES P of individual
number i
Table 2) specification in processes
Table 3)
1 Post-consumer | PET (2.1) Mechanical Only PET PCW containing | Decontaminated PET, final |Yes

mechanical PET
recycling

recycling (3.1)

maximum 5 % of materials
and articles that were used
in contact with non-food
materials or substances.

materials and articles not to
be used in microwave and
conventional ovens;
additional specifications
may apply to output from
individual processes




FCM REGULATION AND EFSA GUIDANCE DOCUMENTS

Regulatory framework
= Regulation (EC) No 1935/2004 on FCM

= Commission Regulation (EU) 2022/1616 on recycled plastic materials and articles intended
to come into contact with foods

Administrative and Scientific guidance on Recycling process to produce
recycled plastic = UPDATED in July 2024

= Administrative guidance for the preparation of applications for the authorisation of individual
recycling processes to produce recycled plastics materials and articles intended to come into
contact with food

= Scientific Guidance on the criteria for the evaluation and on the preparation of applications
for the safety assessment of post-consumer mechanical PET recycling processes intended to
be used for manufacture of materials and articles in contact with food

__‘T Regulations and guidance

= Legal framework, administrative and
technical guidance

Information on how to compile dossiers for
applications

ﬁ Additional material \

Info session : Guidance on
mechanical PET recycling

bt
-
o

:: :. . ... .. =. :. L]
. : -l :E :g..g. : .=.== L 11
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https://www.efsa.europa.eu/en/applications/foodcontactmaterials/regulationsandguidance
https://www.efsa.europa.eu/en/events/info-session-guidance-mechanical-pet-recycling-presentations-and-recordings
https://www.efsa.europa.eu/en/events/info-session-guidance-mechanical-pet-recycling-presentations-and-recordings

LESSONS LEARNT
PERFORMING
COMPLETENESS
CHECKS




COMPLETENESS CHECK

« After receipt of the application, EFSA checks the completeness of the application
and confirms its validity when it fulfils the legal requirements, including those on
notification of studies, and the requirements set in EFSA’s guidance document on
recycling processes

« Compliance with Article 17(1) of Regulation (EU) 2022/1616 shall also be ensured
and therefore EFSA checks if the applicant can be considered the developer of
the decontamination process. To this aim, various considerations will be

applied, including taking into consideration any past EFSA opinions regarding
similar decontamination processes

W
Individual recycling processes - Administrative guldance ersq SUPPORT“\IG
e p—. B PUBLICATIONS

APPROVED: 17 June 2024
FORMAL AGREEMENT BY EURCPEAN COMMISSION: 28 October 2024
doi:10,2903 fsp.efsa, 2024.EN-BOBH

GUIDANCE

Scientific Guidance on the criteria for the evaluation and on the

preparation of applications for the safety assessment of post- Administrative guidance for the preparation of
consumer mechanical PET recycling processes intended to be applications for the authorisation of individual

used for manufacture of materials and articles in contact with recycling processes to produce recycled plastics
food materials and articles intended to come into

contact with food

Y



5.

COMPLETENESS CHECK

Content of the technical dossier for post-consumer mechanical pet recycling ProCesses. ...
D R HRRTIINE R OTREE OO ...t S o S A S T BT oS
5451 COllection it DrE Dl O CESATIING weusassussasesossisiiosinn etstisn o e s T s Sssoeis
I D R 3 | [ L
ST PO TOCEESII s i s e e T b
5.1.1.3. Specification of the pre-processed PlastiCc INPUL.....c st sse s s ssssassesans
BEZ.  De O A DAl D DTOEEES . s e b s o s oS AN A
5123 Decontamination Installation . emssaimassmansmimsiisiosis i i s s i
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GUIDANCE

Scientific Guidance on the criteria for the evaluation and on the
preparation of applications for the safety assessment of post-
consumer mechanical PET recycling processes intended to be
used for manufacture of materials and articles in contact with
food

The table of content has been updated
in the e-submission food chain
platform (ESFC) in July 2024

If some of the data stipulated in the
guidance are not considered by the
applicant as relevant to a particular
case, they may be omitted provided
that the omission is fully
scientifically justified.

The dossier must be consistent w



APPENDIXES TO BE INCLUDED IN THE DOSSIER

al recycling orocesses — Administra

Administrative guidance for the preparation of applications

for the authorisation of individual recycling processes to ) t“q‘ﬂ"
produce recycled plastics materials and articles intended to G E‘ f:”’. Cl 1 I' PrRTIR

come into contact with food'

. ) B O IDLIATIOS R
Turopean Food Safety Autharity (EFSA) - (L | DLl =, X | ,'_'_

Appendix to: Administrative guidance for the preparation of applications for the authorisation
of individual recycling processes to produce recycled plastics materials and articles intended to
come into contact with food. doi:10.2903/sp.efs3.2024.EN-8968

© European Food Safety Authority, 2024

Appendix A - Completeness checklist

Abstract
- Y
This document provides guidance ta applicants submitting applications for the & !
g o =~ " I N PR
sutherisation of individual recyding processes that use a suitable tachnology t produce A B C’ 1 K DD/ I

b § [ ] - et f® | be S

racycled plastic materials and articles intendad to come into contact with food, which are R B 1T AT DR
ET recycling is the only T 3 = 1 - £ E'&—z D 1 , 3

suitable technolagy listed in Annex | ta Commission Regulation (EU) 202271616 that = AL
requires individual authorisation. Consequently, this guldance describes the
sdministrative raquiremants for the preparation and online submission of the dossier to
support applications, submitted to the competant authority of 3 Membar 5tate fora new i v - : £ i %
authorisation or far the modification of an authorisston of an Individual racycling recycled plastics materials and articles intended to come into contact with food. dei:10.2903/sp.efs3.2024.EN-89568
process based on post-consumar anical PET recycling as technalogy. Itdoas net
apply to novel technaologies developed in sccordance with Chapter IV of Commission
Regulation [EU) 2022/1616. The Transparency Regulation amended the General Food Law
by introducing new provisions in the pr brission phase and in the application
procedure: gensaral pre-submissicn advi wtification of information related 1o studies a >
commissiagnad or carmed out to suppart an application, public disclesure of non- Ap pe n d I x B - Tab'e of uperatl ng pa ra meters
confidential version of all Intormation submitted In support of the application and relzted

confidentiality decision-making process, public consultation on submitted apalications. This appendix contains a template that should be used for presenting the operating parameters of the decontamination process and those
These new drements, asimplemented by Practical ements laid down by f . " 5
Siibiie bieatiC b s s i selic s rouly usad for the challenge test. Once filled in, the document should be uploaded to the e-submission system in Word format.

EFSA, are reflected in this guidance, The guidance descrives the procedure and the
assoaated umelines for handling applications on individual recycling processes that use
asulkable technology, the different possibilities to Interact with EFSA and the support

© European Food Safety Authority, 2024

available from the preparation of the application {pre-submissicn phase) to the

on and publication of EFSA's scientific apinion, |

Supporting information w
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REGULATORY REQUIREMENTS

Caoliection and Decontamination Post-processing ’ ' . . _ I
pre-processing 5. The technical dossier shall contain the following information:

f

} - 'collegtion’ means the * 'decontamination * ‘post-processing’ means
theri f wast # ¥ 1l unit ] . . . . . . . . . . .
o soltaia SRSl St inos of Linet b singnlod (a) any information required in the detailed guidance published by the Authority in accordance with Article 20(2);
f preliminary sorting operations which decontamination process
E= &F \R and preliminary together have as primary by which its cutput is
1 . storage of waste f se to ramoy furthi | ised, L i F B i i : i
.\?\ the purposes of Contamination from otherwise treated, and/or (b) a description of the|pre-processing| carried out to produce plastic input suitable for being entered into the
R s e rrmened s decontamination process and of the specific quality control procedures applied during collection and pre-processing,

including a detailed specification of the pre-processed plastic input;

(c) a description of any requiredof the recycled plastic and of the intended use of the resulting plastic |
materials and articles and of uses for which it would not be suitable, including relevant instructions and labelling to be
provided to convertors and to end-users of the recycled plastic materials and articles;

(d) a simple block diagram of all unit operations used in the| decontamination processl that provides a reference to the
input, output and quality control procedures applied by each operation;

(¢) a piping and instrumentation diagram of the|dec0ntaminali0n processl in accordance with section 4.4 of ISO
10628-1:2014, showing only the instrumentation relevant for decontamination;

’ ArtICIe 17.5 Of RegUIatlon (f) a description of the quality control procedures applied at each unit operation of the |decontamination process
(EU) 2022/1616 sets out the including;

| nfo rmation to be p rovi d ed (i) the values of monitored parameters such as operating temperatures, pressures, flowrates and concentrations, and

by th ea p p I | cant | N ‘th e acceptable ranges thereof;
tec h nica | d ossier (i) laboratory analysis and its frequency; if any,

(iii) correction and record keeping procedures; and

(iv) any other information the applicant deems relevant to fully describe its quality control procedures.




DECONTAMINATION PROCESS - DIAGRAMS

« Simple block diagram with unit operations and

quality control points n—————)

* Process flow diagram with distinct unit
operations and their schematic set-up

 Piping and instrumentation diagram (ISO 10628-

1:2014, section 4.4) .
step Regulation (EU) 2022/1616:
Step X | Step "y’ Specific mention of possibility
e of claiming confidentiality for

this diagram

u



https://open.efsa.europa.eu/dossier/FCM-2023-14761?type=node&key=1120101
https://open.efsa.europa.eu/dossier/FCM-2023-17530?type=node&key=1191956
https://open.efsa.europa.eu/dossier/FCM-2023-17530?type=node&key=1191956

TECHNICAL DETAILS ON EQUIPMENT AND OPERATIONS ARE REQUIRED

More and detailed information on the equipment and the operating parameters are
now required in comparison with the previous EFSA guidance



REQUIREMENTS FOR THE DESIGN OF THE CHALLENGE TEST

The new EFSA guidance includes specific requirements for the design of the challenge
test, in comparison with the previous EFSA guidance, in terms of:

e Contamination procedure
* Number of samples to be analysed

* Detailed information required on equipment and parameters if the test is not
performed in the industrial installation



INTENDED USES AND EVALUATION OF THE RECYCLING PROCESS

The applicant should choose between one of the 3 scenarios for the intended uses included in
the EFSA guidance in appendix C

The appropriate Cmod values, as provided in appendix D, should be used for the evaluation of
the process

Cmaod (mgikg FET) Cmod (mg/kg FET) Cmod {mgikg FET)

Surrcgate Mr {Da) scenario A scenario B scenario C

Toluene 921 004 .13 051
Chlorobenzene 1124 .05 .15 Q.60

Chioroform 1194 .05 .16 063

Methyl salicylate 1522 12 040 1.6£E|
Fhenylcyclohexame 16d.3 .13 .42 i .6‘Jﬂ
Benzophenone 1822 (.15 .49 1.96

Lindame 908 .28 0.92 1.-E|FE|

Methyl stearate 2085 0. 25f] o.95] 3.82f]




MOST COMMON ISSUES FOUND DURING COMPLETENESS CHECK
(AND HOW TO AVOID THEM)

Read paragraphs 2.2; 2.3

« Deviations from notification of studies obligations are and 2.5 of the administrative
not justified guidance

« Confidential and non-confidential version of the Read paragraphs 2.6 and
documents are not provided according to the EFSA 2.11.4 of the administrative
requirements guidance and the

« Documents are not provided in the correct format
Read paragraph 2.11 of the
administrative guidance

« Intellectual property rights are not indicated correctly

—

« Data omissions are not justified — Check the entire dossier

carefully and use the

checklist included in the

« Inconsistencies are present between different L : .
sections and documents of the dossier administrative guidance w



https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf
https://www.efsa.europa.eu/sites/default/files/2022-03/user-guide-submission-confidentiality-requests.pdf

HOW TO CORRECTLY PROVIDE NOS INFORMATION (1)

In case of non-notification of a study (e.g. the challenge test)

-~  testdocx Study Report 0&8/03/2025 13:56

- Metadata

Publicly Available €
Yes, IPR owned/acquired Yes, IPRNOT owned © No

Document type @

Study Report

STUDY IDENTIFICATION &

Have you received a EFSA study identification ?
Yes © No

Justification for not notifying the study or notifying it with delay *

The justification that must be given to explain the reasons why a study was not notified or was notified with delay is not subject to confidentiality rules and will be disseminated once the dossier is validated. Therefore, please
consider in terms of providing personal and confidential information that this justification will be disseminated exactly as provided



HOW TO CORRECTLY PROVIDE NOS INFORMATION (2)

In case of delayed notification of a study (e.g. the challenge test)

=
o
T
7%
(]
=
P
L
Gl
Lh
o

-~ testdocx Study Report
= Metadata

Publicly Available &
Yes, IPR owned/acguired Yes, IPRNOT owned © No

Document type &

Study Report

STUDY IDENTIFICATION @

Have you received a EFSA study identification ?
Q Yes No

EFSA study identification

EFSA-2022-12345678

Have you notified this study before the starting date?
Yes O No

Justification for not notifying the study or notifying it with delay *

The justification that must be given o explain the reasons why a study was not notified or was notified with delay is not subject to confidentiality rules and will be disseminated once the dossier is validated. Therefore, please

consider in terms of providing persenal and confidential information that this justification will be disseminated exactly as provided.



HOW TO CORRECTLY PROVIDE NOS INFORMATION (3)

In case of non-inclusion or withdrawal of a notified study

—  Pre-Application information (7] I

Have you received a pre-application identification from EFSA?
© Yes Mo

Pre-Application Identification®

EFSA-ID-2021-123456 ‘ - ‘
"If necessary, please provide the study identifications of studies that have been notified in the database of study notifications (established by EFSA) that have not been included in this application and/or have been withdrawn from the database. In
addition, please provide justifications explaining the reasons why these studies were not included or withdrawn, respectively”

The justification for the non-inclusion of pre-notified studies is not subject to confidentiality rules and will be disseminated once the dossier is validated. So please consider this to be a public document in terms of personal and confidential

information.

EF5A-2021-12345678 map value textarea Remove ‘
i

Add

The pre-application ID (PA-ID) must always be indicated, in case studies have been notified and/or a \’
GPSA has been requested. V

All notified studies must be linked to the PA-ID in connect EFSA before submission



HOW TO CORRECTLY INSERT A CONFIDENTIALITY REQUEST IN ESFC (1)

Step 1: to start, upload the confidential version (confidential info must be earmarked)

Cover letter @ @ e
Files Type Status Date (2]
* Choose file Browse

Step 2: once the document is uploaded and the document type is selected, click on the 3 dots to request
confidential treatment

~ — Request confidentiality treatmen)|
Lover letier = @

Update document

Files Type Status Daf (2]
) . _ Remove document and data
—  confidential.pdf Caover letter 28, @
= Metadata

Publicly Available @
Yes, IPR owned/acquired Yes, IPRNOT owned © No

Document type @ w
Cover letter - | Clear



HOW TO CORRECTLY INSERT A CONFIDENTIALITY REQUEST IN ESFC (2)

Step 3: the document will turn from non-confidential, to confidential. Now the non-confidential version

(with all confidential info blackened) can be uploaded and the grounds for requesting confidentiality
can be selected

Cover letter © @

@
Files Type Status Date e
- confidential.pdf Cover letter 28/05/2025 12:28
+ Metadata

—  Confidentiality treatment @

Non confidential file *

Choose file Browse

Grounds for confidential file *

Add confidential ground

The two versions will remain in the system as one single document



HOW TO CORRECTLY FLAG THE IPR OF EACH DOCUMENT

For each document, to flag if the document is or not publicly available
If publicly available, to indicate if the IPR has been owned/acquired or not

If the IPR is not owned, the full document will not be published in OpenEFSA but only the
bibliographic reference indicated will be published

test docy Study Report

06/03/2025 13:56

Pubficly available files cannot be claimed as
confidential. All the confidentiality treatments

= Metadata

already requested for this file will be
automatically removed

Publicly Available
Yes, IPR owned/acquired @ Yes, IPR NOT owned Mo

IPR Reference *

For publications already available to the public (e.g. studies published in scientific journals which may be accessible upon payment of fees) for which the applicant does not have or cannot obtain IPRs for the purposes of the
proactive public disclosure reguirements (i.e. reproduction of the study on EFSA's website), the applicant must provide:
(a) a copy of the relevant publication. The copy of the relevant publicaticns will be used for assessment purposes only.

{b) and in this free text section the relevant bibliographic references/ citations (indicating where these publications are available to the public and their web links for public dissemination on EFSA's website.



HOW TO REPLY TO AN EFSA REQUEST FOR INFORMATION DURING
COMPLETENESS CHECK

* In case of doubts regarding what EFSA has asked: to contact
and request a clarification teleconference

« In case of technical issues in ESFC: to write to ESFC help desk (
) directly

« If case the applicant needs to update other section(s) of the dossier that have not
been opened: to follow the instructions included in the request for information. If still in
doubt, send an email to

- If additional time to reply is needed for the applicant: request an extension of
deadline in ESFC directly

« When ready to reply:

- the replies must be integrated in the technical dossier text and/or annexes
and/or metadata of the documents, otherwise they will not be considered during
risk assessment (no need to highlight the changes)

- remove obsolete documents
- do not reply using only the comment/reply box of ESFC U
- check that all the points requested by EFSA have been addressed V


mailto:FDP@efsa.europa.eu
mailto:sante-e-submission-food-chain@ec.europa.eu
mailto:sante-e-submission-food-chain@ec.europa.eu
mailto:FDP@efsa.europa.eu

MODIFICATION OF AN AUTHORIZATION

Article 22

Request for the modification of an authorisation by the authorisation holder

1. The authorisation holder may apply for a modification of the authorisation of a recycling process.
2. The modification referred to in paragraph 1 shall be subject to the procedure laid down in Articles 17 to 20, unless otherwise provided for in this

Article.
3. The application referred to in paragraph 1 shall be accompanied by the following:

(a) the reference to the original application:

(b) a technical dossier containing the mformation required in Article 17(5). mcluding the information of the techmical dossier already submitted during
the original application m accordance with Article 17(5) and Article 18(2). updated with the modifications. All modifications (deletions and additions)
shall be clearly marked and visible i the techmical dossier:

(¢) anew complete summary of the technical dossier in a standardised form:

(d) at least one complete compliance monitoring summary sheet related to a decontamination installation operating the authorised process as submitted to
a competent authority in accordance with Article 26, and an updated version which includes all changes, if any. expected to be forthcoming from the

requested change.
4. In case the modification concemns a transfer of the authorisation of a recycling process to a third party, the authorisation holder shall notify the

Commuission before the transfer, indicating the name. address and contact information of that third party. At the tune of the transfer. 1t shall provide the
notified authorisation, the technical dossier and all documents meluded therein to the third party. That third party shall contact the Commission without

delay by a registered letter. stating that it accepts the transfer, has received all documents and accepts to meet all the obligations arising from this

Regulation and the authorisation. $



LIST OF USEFUL LINKS

= Risk Assessment Vs Risk Management: What's The Difference?: https://www.efsa.europa.eu/en/discover/infographics/risk-assessment-vs-risk-
management-whats-difference

= FCM application procedure: https://www.efsa.europa.eu/sites/default/files/applications/apdeskapplworkflowfcm.pdf

= EFSA 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

= Q&A on EFSA's practical arrangements: https://www.efsa.europa.eu/sites/default/files/2021-03/questions-and-answers-efsa-practical-arrangements.pdf
= EFSA’s Practical Arrangements concerning transparency and confidentiality:

= EFSA User guide on confidentiality:

= EFSA's toolkit page: https://www.efsa.europa.eu/en/applications/toolkit

= EFSA User guide on pre-application ID : https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-pre-application-id.pdf

= EFSA User guide on NoS : https://www.efsa.europa.eu/sites/default/files/2021-07/user-guide-notification-of-studies.pdf

= ESFC User manual : https://food.ec.europa.eu/horizontal-topics/general-food-law/training-and-support_en

= Services for applicants’ topic page : https://www.efsa.europa.eu/en/applications/about/services

= EFSA's Catalogue of support initiatives : https://www.efsa.europa.eu/en/supporting/pub/en-6472

= Regulation (EC) No 1935/2004 on FCM: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32004R1935&qid=1747130173290
= Commission Regulation (EU) 2022/1616: https://eur-lex.europa.eu/eli/req/2022/1616/0j/eng

= Administrative guidance on individual recycling processes :_https://www.efsa.europa.eu/en/supporting/pub/en-8968

= Scientific Guidance on the criteria for the evaluation and on the preparation of applications for PET recycling processes :
https://www.efsa.europa.eu/en/efsajournal/pub/8879

= Info session : Guidance on mechanical PET recycling : https://www.efsa.europa.eu/en/events/info-session-guidance-mechanical-pet-recycling-

presentations-and-recordings 49 w



https://www.efsa.europa.eu/en/discover/infographics/risk-assessment-vs-risk-management-whats-difference
https://www.efsa.europa.eu/en/discover/infographics/risk-assessment-vs-risk-management-whats-difference
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/2021-03/questions-and-answers-efsa-practical-arrangements.pdf
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/2022-03/user-guide-submission-confidentiality-requests.pdf
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://food.ec.europa.eu/horizontal-topics/general-food-law/training-and-support_en
https://www.efsa.europa.eu/en/applications/about/services
https://www.efsa.europa.eu/en/supporting/pub/en-6472
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32004R1935&qid=1747130173290
https://eur-lex.europa.eu/eli/reg/2022/1616/oj/eng
https://www.efsa.europa.eu/en/supporting/pub/en-8968
https://www.efsa.europa.eu/en/efsajournal/pub/8879
https://www.efsa.europa.eu/en/events/info-session-guidance-mechanical-pet-recycling-presentations-and-recordings
https://www.efsa.europa.eu/en/events/info-session-guidance-mechanical-pet-recycling-presentations-and-recordings

QUESTIONS
&
ANSWERS







STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

Science on the Menu —Spotify, Apple Podcast and YouTube

@efsa.bsky.social

; : : Linkedin.com/company/efsa
@efsa-animals.bsky.social @efsa-plants.bsky.social

@onehealth_eu efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY
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