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CONTENT OF THIS PRESENTATION

mRegulated products Department

mRegulated products applications (flows
and units in charge)

mMonitoring of applications and RAW

sEngagement with & support to applicants:

(Application section, Catalogue of services, Administrative
guidance, Webinars, SMEs support)
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YOUR ROLE

Focal Points agreement

5. FP provides information at national level, as required, on
available EFSA services in the area of regulated products
during the entire applications life-cycle enabling relevant
national institutions the provision of targeted support to

applicants (e.g. Small and medium-sized enterprises (SMEs)).
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EFSA ORGANISATIONAL STRUCTURE

BUSINESS SERVICES
S. YAMADIAKO

Organisational Structure on 01/09/2018

: ANAGEMENT BOA

|
EXECUTIVE DIRECTOR
Bernhard Url

I

M.HUGAS

FINANCE
F. MONNART
ACCOUNTS

P.PINHAL

LEGAL & ASSURANCE
SERVICES
D. DETKEN

DIGITAL

GLOBAL PERFORMANCE
SERVICES
1. PAPATRYFON (a.i.)

TRANSFORMATION
SERVICES
P. DEVALIER

CORPORATE SERVICES

HUMAN CAPITAL

™ /7 SENIOR SCIENCE * / SENIOR POLICY
CHIEF SCIENTIST

ADVISER |
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COORDINATOR |
H. VERHAGEN

COMMUNICATION ENGAGEMENT
& COOPERATION

B. GALLANI

G. FUGA (a.i.) M.C. ANDERSEN
A A O RISK ASSESSMENT
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D 1. KLEINER (a.i.)
ANIMAL AND PLANT
AFPLICATIONS DESK FEED ASSESSMENT AND
K. LHEUREUX M. TIRAMANI HEALTH | METHODOLOGICAL
M. KRIZ SUPPORT
D. VERLOO
PESTICIDES NUTRITION BIOLOGICAL HAZARDS
1.V, TARAZONA V. CURTUI AND CONTAMINANTS  —

|| EVIDENCE MANAGEMENT

E. LIEBANA CRIADO (a.i.)
M. GILSENAN

GMO
E. WAIGMANN

FOOD INGREDIENTS &
PACKAGING
C. RONCANCIO PENA

ENGAGEMENT &
COOPERATION
V. VILLAMAR

COMMUNICATION
1. RAMSAY

SCIENTIFIC COMMITTEE
&

EMERGING RISKS
T. ROBINSON
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O Section

reparting to

W

“. efsam

European Food Safety Authority




x*

- f
European Food Safety Authority

APPLICATION AREAS: PANELS AND UNITS

Application process general support APDESK
Regulated product area (Scientific Panel) m
Panel on Food Additives and Flavourings (FAF) deals with food Food

additives and nutrient sources added to food ingredients

Panel on Food Contact Materials, Enzymes and Processing Aids (CEP) & packaging

Feed additives (FEEDAP Panel) Feed

Genetically Modified Organisms (GMO Panel) GMO

Health claims, Novel food, Infant formulae, Nutrition

Food allergies (NDA Panel)

Plant protection products (PPR Panel): active substances & Maximum  Pesticides
Residue Levels (MRL)
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The Applications Desk
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APDESK UNIT: OBJECTIVES

" Stakeholders support
(develop new services for
applicants during the life-
cycle of applications for
regulated products);

" Engagement with
applicants on EFSA’s work
(EFSA engagement
strategy);

" Support to scientific
REPRO units.
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APDESK ROLES AND RESPONSIBILTIIES

Karine Lheureux
HEAD OF UNIT

Sara De Berardis Alessandro De Tommasi
JUNIOR SCIENTIFIC OFFICER JUNIOR OFFICER
° Feed additives, Pesticides Pesticides, Quality °
Remigio Marano Margherita Guidi
JUNIOR SCIENTIFIC OFFICER JUNIOR OFFICER
° FCM, Novel foods Communications, Webinars, Reporting

Patricia Romero
JUNIOR SCIENTIFIC OFFICER
.GMO, Food ingredients, Novel foods

Irene Baratto
TRAINEE
Feed additives, FCM

[
Konstantinos Sofianidis Ingrida Miliute
JUNIOR SCIENTIFIC OFFICER ADMINISTRATIVE ASSISTANT (interim staff)
° (Temporarily allocated to FEED Unit) Biocontam, Food ingredients, GMO
L]
@
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APDESK.applications@efsa.europa.eu
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mRegulated products applications
(flows and units in charge)

10
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¥
Sends technical dossier to
European Commission (EC) f

Member State authority /

EFSA

EC / Member State authority
tasks (mandate) EFSA and
forwards the technical

dossier

EFSA acknowledges receipt

of the application (dossier +
mandate) to EC, Member
State authority, applicant

EFSA performs the

APDESK
completeness check of the

application

** x

* -
¥ * unit

¥
Bl “ EFSA validates the
application
¥
EFSA Papels perform
thorough risk assessment From 3 to ©
months

European Food Safety Authorit
Scientific
H EFSA adopts the scientific
u nlt output and publishes it
Risk assessment
Based on EF5A's advice the
risk managers take decisions

on granting authorisation of
substances, products, claims,
processes or organisms for
their placing or use on the
European Union market




GENERAL WORKFLOW OF APPLICATIONS

Applications are submitted to EFSA

. v'Reception

Individual v'/Acknowledgement

SClel‘_lEIfIC  — EFSA / APDESK — Yv'Administrative issues
units

v'Completeness check

g @ vValidity/Suitability

@/SUITABLE app@
Risk assessment
FIP FEED GMO NUTRITION PESTICIDES

Unit Unit Unit Unit Unit

12
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APPLICATION WORKFLOW: NOVEL FOODS (NUTRITION)

European
Commission

=

1 month
\ 4 (legal deadline)
Mandate +
Valid
dossier

APDESK unit

Legend:

. @ Applicant

@ European Commission Risk |

! @ EFSA assessment !

© ®  Action % ot

. [ Document Request of NUTRI unit
i Decision additional

i Adoption by Iinformation

i Task the Panel ;

\ 4

Publication

13
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APPLICATION WORKFLOW: GENETICALLY MODIFIED ORGANISMS (GMO)

*Regulation EC 1829/2003
( Applicant

* Commission Implementing
;}%’

Regulation EU 503/2013

—

*30 working days

{

APDESK unit

Validated
by EFSA

Legend: =
V-
dlr  Applicant
@  Member State Sl
assessment
@ EFsA 6 months
‘ Action * H
Request of
B Document tequest of GMO unit
£} Decision information Adoption
M Task 4700
Panel

..................................................

v
Publication

14
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Monitoring applications and RAW

15
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EFSA REGISTER OF QUESTIONS DATABASE

Database of all EFSA stered mandates

gi

xw

- efsam Register of Q
European Food Safety Authority 5.22.4.
e ——— Register of

Unit Filter: | Filter Unit v | Panel Filter

@ eowe[ ] uestions
Filter by Date: @ | Filter Date v | From Date: [:I
Keyword: @ [ | status Fiter Il v ata base video
Application Number: ‘ | Question Type: [ v |
Deadline type: | Deadline Type v | Food Sector Area: [

-
tutorial:
Deadiine within (months): | Filter Deadline Month v u

Mandate Number: ‘ | v
Mandate Type: | Filter Mandate Type v | Mandats Requestor [ v

Output Number: ‘ | Output Type: ’—
| Questions v H Download || n =
Search || Clear | Download p n reg I S e ro
Unit | Panel Lzl f H
" A Last
Mandate Number) Question Number Subject ues Ions e Sa e
IECL Liation 1o the scientific Nutrifion [N/A In progress 12!1031%!18 umber| Updated q u u
% O . Request to the European Food Safety Authority to review a 12/09/2018|
[M-2018-0172 ECSA-0-2018-00887 opinion on the safety of D-Ribose as a novel food. Pasticides |N/A In progress "’gg’gzmg 14:50 u ro p a e u / ro F ro
) 110972018 u
11-2014-0264 EFSA-Q-2018-00684|Public consultation on Rapporteur Member State assessmel| N TRV Risk 0302
|Article 12 of Regulation Pesticides |N/A o 10&%3{31018
v A y Pesticide risk assessment and peer review of bi (Fa lon-going 10/09/2018] n e n u e S I o n S
[L2012.0975 EFS2-0-2015-00692), ) g 1107/2009 (application for approval) I - RIS Risk P 18:01
18z ° Pesticides [N/A Assessment Pl I - ?
% A Y Request for an EF SA peer review (EFSA Conclusion) on thg lon-going 10/09/2018| I S o a e r a n e
1-2014-0064 EFSA-Q-2015-00687 4 et 13 of R (EU) No 844/2012 (AIR V). Siclogical 17:22 H
e of hydrocyanic acid in hazards and |N/A In progress 071:)?13318
Public consultation on the scientific opinion on the health ris| contaminants| 07/09/2018 — I I
11-2015-0236 EE92-0-2018-008881 0045 other than raw apricot kernels Zoonoses Network Biological PR 17:49 — A
Feeport of e hird Join Mesting of the ECDC s Food- and V{200 alve fesponse fo. | hazards and \NiA | Finished 1053 PR
14-2013-0119 EF2A-0-2015-00627|and of the EFSA's Zoonoses Manitoring Data Network - O S 1487 | ey
foodborne disease outbreaks in EU/EEA (NF 2018/0542). Nutrition  |NDA gnde_r 05‘%3'3?13
M-2018-D021 EFSA-Q-2018-00686|Request for a scientific opinion on graines de chia (Salvia hi Nutrit NDA Under 05/00/2018 Uﬂ:}g:}’éﬁs 1 6
utriian (Consideration 17:26 REEE
-2018-0021 EFSA-Q-2018-00685(Req| for a scientific opinion on Xia Powder 435 as a novérmooo e zoTsroozzT Py —— e
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Engagement with applicants:
Applications web section
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APPLICATIONS SECTION

T f alendar ~ English (en) ¥
European Food Safety Authority Search site p‘

About ¥ News v Discover ¥ Science v  Publications v  Applications ¥  Engage v

Home  Applications helpdesk

Applications helpdesk

All the resources you need to assist you Highlights

with the submissicn and the monitering of
an application for regulated products, Webinar: Guidance document on safety of

substances and processes, and the feed additives for target animals - What is
substantiation of claims submitted for new?

authorisation in the European Union.

B 11 April 2018

Discover our services catalogue

New guidance on processing_of applications
for regulated products
Application resources by food sector area C e — //WWW. efsa eur

Biolog'lcal Feed additives Food contact Food ingredients Movel food applications: new administrative opa eU/en/appllcatlo

. guidance for applicants
hazards materials

= 16 February 2018 nShE|pdESk

Application toolbox

Animal by-product Additives and products or Matenals, plastic recycling Food additives, food

treatments, substances used in animal processes, active and enzymes and flavourings,

decontamination feed intelligent substances smoke flavourings,

substances nutrient sources Track your application

Event calendar
Ask a question
® 18
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Engagement with applicants: web form
and webinars

19
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ASK APDESK

—
T,

e -Efsa-

| European Food Safety Authority

About ~ News v Discover v Science v

=

Home Applications helpdesk About Applications helpdesk

Biological hazard

Ask a questi

Feed additives You can check the

. area.
Food contact materials

Biological haz:
Food ingredients « Feed additives

+ Food contact r
GMO + Food ingredier
+ Genetic modifi

Nutrition

Nutrition
Pesticides

Pesticides

[0 1 have read the FAC
About Applications

helpdesk

Submitting an application
Services for applicants

Ask a question

First name

'h!if:élendar English (en) ¥

| :arch site p‘

Last name

E-mail address

Adfiliation

|- Select -

MName of organisation {optional)

Country

the relevant food sector

|- Select -

Scientific area

|- Select -

Subject

|- Select -

Question number e.g. EFSA-Q-YYYY-X2000X (optional)

[EFsA-Q-

Your guestion

Pl

20
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ASK APDESK

Frst name

Last name

[
Emai aogress
[

Amiaton

[ Select —

Mame of arganisation jopional)

Couny
[ Select —

Scientiic area

[=Select —

Suoject

[~ Selesi -

..—>

‘Question number &.g. EFSAOVYYY-30000 (oa5ana)

[EFsaa

Your queston

i

EFSA
staff

) [

K © 8

® o

Any stakeholder interested on regulated products

Front office and support desk on regulated
products related matters

EFSA staff, web form requestor
Responses to web form requests are provided

within 15 working days

Fill-in the web form available on EFSA’s
Applications web section

Administrative and scientific issues, EU regulatory
framework, guidance documents requirements,
procedural steps, status of specific applications

Individual answer to requests within 15 working
days from receipt

21
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REPRO WEBINARS

staff

) [

@ O KOs

APDESK unit together with REPRO units

Online event to exchange views and enhance an
open dialogue on practical scientific and
administrative issues as well as tools

EFSA experts of Working Groups/Panels, EFSA
staff, EC, Online registrants

30 minutes, 1hour, 2 hours

Online registration once public registration to a
webinar is opened on EFSA website

Methodological and procedural aspects, scientific
requirements, approach(es) unique to particular
scientific areas

Final agenda, presentations, post-event summary,
webinar recording

22
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REPRO WEBINARS

Webinar evolution

2015

ASIANI AND SSTRAIN

Different tools av
design/quality of hy
to the risk of bias

Common core cond
quality

In principle, human
assessed first

Randomised control
the hierarchy of evig

Pilar Pascual 2: Yes, All the
Lidia Tomas Cobos 2: till wit]
EFSA-Pascal: Hi Anna, you ¢
next to the chat, just highlig
Anna Daniel: thank you very
EFSA-Pascal ou have any|

this window, click the green|
and 3) adjust the sound an

2017

Pets and non food-producing

Growing

Reproductive

Fish

with a comprehensive answer. The Chat box is reserved for technical questions only,
EFSA Event: Thank you

Pascal Richez 2: | don't know what is the chatbox?

EFSA Event: thank you wil copy paste your question in the Q&A box

Ruud Huibers: what is the minimal requirement for highly purified?

EFSA_Montserrat: For nutritional additives there is a waive for tolerance studies when the active substance is sufficiently
purified. In point 2 of the guidance it is given the conditions for considering the additive as sufficiently purified, ie., if the
unidentified fraction would not contribute to more than 1% (in dry matter) when the inclusion rate does not exceed 1,000 H
mg additivefkg complete feed. Higher inclusion rate would need a higher degree of purity.

2018
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INTRODUCTION TO THE CATALOGUE

xR

“ efsam

European Food Safety Authority

About ~ News Discover w Science v

Home  Applications helpdesk

Applications helpdesk

Discover our services catalogue

Application resources by food sector area

Publications v Applications v Engage +

All the resources you need to assist you with
the submission and the monitoring of an
application for regulated products,
substances and processes, and the
substantiation of claims submitted for
authorisation in the European Union.

Biological
hazards
Animal by-product

treatments,

decontamination

substances

Feed additives

Additives and products or
substances used in animal
feed

Food contact Food ingredients
materials
Materials, plastic recycling Food additives, food
processes, active and enzymes and flavourings,
intelligent substances smoke flavourings,

nutrient sources

['ﬁ_l Calendar english (en) ¥

| Search site p‘

Highlights

Webinar: what services does EFSA offer to
regulated products’ applicants? -
Registrations open

B 5 December 2016

New guidance adopted by the NDA Panel
for the preparation and presentation of an
application for authorisation of Novel Foods

EFSA-Q-2014-00216

[ published: 21 September 2016

New guidance adopted by the NDA Panel
for the preparation and presentation of a
notification of traditional foods from third
countries (EFSA-Q-2015-00108)

& Nutrition

B published: 22 September 2016

Application toolbox

Track your application

“ Event calendar
@ Ask a question

Webinar
recording:
What services
does EFSA offer
to regulated

products’
applicants

24
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https://www.youtube.com/watch?v=Guskpd9X1oE
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1 2 3a 3b 4&5

Pre-submission phase Submission Completeness/ Risk assessment phase Adoption and publication phase
T T suitability check T 7 T
H H phase H H H
1 1 T 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 ]
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 ] 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1
1 1 1 1 1 1

""""" m——— :----- ===l pemmmd e e ad
. 1 P 1
I Guidance docs : Submission of : Clarification . : Clarification 1] Notification email on
) 11 applications by 1] teleconference during 11 teleconference during 11 adopted output
Info session on 1] electronic means '] completeness/ 1| risk assessment 1
applications ! 1] suitability check H 1] Pre-notification of adopted
. . L I . ]
Scientific workshop/ 11 Applicants’ H Sﬂgﬁglucoﬁmpm before
conferences 1] hearing e
1| Post-adoption
associations 1] teleconference

Ad-hoc meeting with an
industry representatives

REPRO webinar

APDESK web form & follow-up

I Roundtable with industry
I phone calls 25
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OVERVIEW ON SERVICES REQUESTED
Status: March 2015 - August 2018

90
80
70
60
50
40
Total: 196
30
20
; — = ~—t
i - e -
Applican EFSA Post- Technic Clarifica Ad-hoc Roundta REPRO Clarifica Follow-
t's Info adoption al tion meeting ble with Webinar tion up
hearing session teleconf meeting teleconf with industry teleconf teleconf
erence erence industry associati erence erence
during represe ons during on web
RA ntatives CcC form
query
m Applications Desk 5 1 20 2
m Pesticides 1 2 1 1 1
B Nutrition 1 1 1 17 1 2
®GMO 6 2 3 1 27 2 1 1 1
B Food Ingredients and Packaging| 5 1 29 4 1
mFEED | - 2 10 18 2 1 26
——
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Engagement with applicants:
Administrative guidance on the
processing of applications

27
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INTRODUCTION TO THE GUIDANCE
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About v News v Discover v Science v  Publications v  Applications ¥ Engage v

Home  Applications helpdesk

Biological hazard Applications helpdesk

Feed additives

All the resources you need to
assist you with the submission and
the monitoring of an application
for regulated products, substances
and processes, and the

Food contact materials

Food ingredients

GMO Discover our services catalogue substantiation of claims submitted
for authorisation in the European

Nutrition Union.

Pesticides

Application resources by food sector area
About Applications

helpdesk
Biological Feed Food contact Food
hazards additives materials ingredients
Animal by-product Additives and Materils, plastic Food additives, food
treatments, products or recycling processes, enzymes and
decontamination substances used in active and intelligent flavourings, smoke
substances animal feed substances flavourings, nutrient

sources

OB

Calendar English (en) ¥

Search site

Highlights

Explanatory note on the selection
of forage material suitable for the
risk assessment of GM feed of
plant origin

B 29 January 2018

Novel food applications: new
administrative guidance for
applicants

B 16 February 2018

New guidance on processing_of

& 16 January 2018

Application toolbox

Track your application

Event calendar
@ Ask a question

.
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TECHNICAL REPORT aren o vy ey

ae0a0veED: 15 December 2017
oir10.2905/5p. 458 2018 EN-1352

Administrative guidance for the processing of
applications for regulated products

European Food Safety Authority

Abstract

EFSA is continuously striving to enhance its support initiatives in the area of regulated produdts,
enhancing 3 customer-oriented approach, supporting applicants during the whole life-cyde of the
applications for regulated products. EFSA is registering around 500 mandates on applications for
reguisted products on & yearly basie governsd by more than 34 different EU Directives and
Regulations and following 3% workflows. In this context, EFSA developed this administrative guidance
on the principles followsd to process applications for regulated products in order to enhance
transparency and understanding, and to ensure that a coherent, sound, systematic and effickent
process is camied out, in compliance with each sectorial legisiation. This administrative guidance for
the processing of applications for regulated products describes in 3 harmonised way: the general
workflow of applications, the key steps of the scientific risk assessment process, the mechanism of
suspension/extension of the scientific assessment, Its restart, the conclusion of the soentific risk
assessment process and the publication of the scientfic outout. This administrative guidance does not
apply to pesticides processes and to the re-evaluation of food additives which will be integrated in the
document in a next version. EFSA will update the administrative guidance for the processing of
applications for regulated products, when needed, in line with amendments to the legal acts, to
relevant changes to guidance documents and/or approaches, and according to the experience gained
in handling and assessing applications. Applicants are advised to always consult the latest published
version of this document available on the EFSA website.

© European Food Safety Authority, 2018

Key words: Application for regulated products, EFSA scentific outputs, mandates, sectorial
legislation, processes, risk/scientlfic zsssssment, workflows

Requestor: European Food Safety Authority
Question number: EFSA-Q-2015-00504
Cor 2pdesk i europa.eu

P e esE———" 1 €54 Supponing gublicabon 2018 fhv-1362 28
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WHY THE GUIDANCE

m Objectives

m To describe and harmonise the processing of applications
for regulated products by EFSA

m To enhance transparency, understanding and ensure
systematic and efficient process

mOutside scope (but to be included in next revision):
pesticides processes, re-evaluation of food additives

m To be read in conjunction with each sectorial
legislation (applicable legal act).

29
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Engagement with applicants: SMEs
support

30
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PRE-SUBMISSION ADMINISTRATIVE CHECK

PILOT: pre-submission administrative check of
draft dossiers

(eFrom June 2017 ) (oAppIicants’
to April 2018 perception

eNovel foods e Resources
e Feed additives ¢ Benefits
| Ime

e Constraints

e PUrpose

31
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REQUESTS OVERVIEW

mm FEED ADDITIVES: 2 requests

e 2 teleconferences organised

s NOVEL FOODS: 14 requests

e 3 teleconferences organised

e 1 traditional food

e 2 not-novel foods

e 1 food for special medical purpose
e 4 at the beginning of the dossier
e 3 never came back to EFSA

32
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Thank you!

mDo you want to consult the Catalogue? Go
to the EFSA website

mDo you want to check the administrative
guidance? Look it up on the EFSA website

m Are you looking for information on
regulated products? Check the Applications
section

m Do you have a question on applications?
Contact EFSA via the APDESK webform

mTo follow me on uz@marqhequidi



http://www.efsa.europa.eu/en/supporting/pub/en-1025
http://www.efsa.europa.eu/en/supporting/pub/1362e
http://www.efsa.europa.eu/en/applicationshelpdesk
http://www.efsa.europa.eu/en/applicationshelpdesk
http://www.efsa.europa.eu/en/applicationshelpdesk/askaquestion
http://www.efsa.europa.eu/en/applicationshelpdesk/askaquestion
https://twitter.com/margheguidi
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INTERACTIVE EXERCISE

1. According to your knowledge and experience what
services are most of interest to MSCA and
applicants?

2. What do you think SMEs need when it comes to
applications for reqgulated products and how EFSA
with the help of Focal Points can better reach them?

3. What info would you need/you would like to find on
Applications section to ease the spreading of
information and updates on specific regulated
products matters? You can also propose specific
communications products such as infographics,
layman summary, fact sheets, videos, FAQs, etc

34



