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REPRO (Regulated PROducts) APDESK unit:

Directorate: o
O to provide internal

> FEED coordination (back office)
> EIP a to SL_lpport desk for
applicants, Member States
> GMO and other stakeholders (front
office)
» NUTRITION 0 to harmonise the workflow
5> PESTICIDES of applications
O Toincrease transparency
» APPLICATIONS and communication

HELPDESK
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2011 "

v Staffing

v Front office and support desk

v' Harmonise workflow on applications (reception to validation)

v’ Elaborate plan for 2012-2015
2012 - 2015

v" Further develop front office and support desk

v" Submission of applications: centralise initial administrative steps
(reception, registration and verifying administrative completeness)

v" Map and harmonise working practices and workflows (reception
to publication)

v' Launch a survey on « stakeholders’ needs » (2012)

v Launch a survey on « stakeholders’ satisfaction » (from 2014 on a
yearly basis)

v' Development of electronic submission for applications
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About EFSA

HNews & events Topics A-Z

Home = Applications helpdesk = Ask a guestion

Animal by-products
Decontamination
Feed additives
Foo

Food ingredients

Food processing
Ghid

Mutrition
Pesticides

» Ask a question

Publications

Ask a question about applications

Email®
First name
Last name

Affiliation

Mame of
arganisation

Country
Scientific area™

Suhjectt

Application
registration numhber

Your guestion®

Panels & units Cooperation

Select— l"J|
| — Select— l"J|
|Animal by-products ngl
[—5elact— ~

* Mandatony field

*i
¥

t desk ~ efsam

Search site
eSS

LT E ERG RS Calls & consultations

=k Print

www.efsa.europa.eu/it/applicationshelpdesk.htm

European Food Safety Authority
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Requests per scientific area (224) -

(Nov. 2011 — Aug 2012)
40 /\

Food ingredients, 38
Feed additives, Nutrition, 36
35
30 ntact materials, Pesticides, 30
28 Food processing, 28
B Animal by-products
o5 B Decontamination
H Feed additives
B Food contact materials
20 Food ingredients
= Food processing
15 ' Genetic modification
Nutrition
Other
10 = Pesticides
modification, 7
5 1—
Animal by-pro
0 .

Total
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Requests per affiliation - Nov. 11 — Aug 12 (224)

Affiliation Number of requests

Industry 123
Other 33
Private citizen/consumer 14
Public authority 17
Science academia 21
NGO/Consumer Group 2

Not defined 14

TOTAL 224
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Tanzania, United Republic of
el

Islands, British
Viet Mam
United States
United Kingdom
United Arab Emirates
Turkmenistan
Turkey
Requests
Thailand
Taivwan, Province of China

Sroeertan per Country

Sweden
i 224
South Africa  |j—
Slovenia
o Nov. 2011 —
Portugal ( OV-

Poland
Pakistan Aug 2012)
Metherlands
Kuwait
Korea, Republic of
Japan
Italy
Ireland
Iran. IslamicRepublic of
Indonesia
India
Hong Kong
Greece
Ghana
Germany
France
Finland
Denmark
Czech Republic
Colombia e
China |je—
Chile  —
Canada
Belgium
Sustria

Australia
Arzentina
Motmentioned
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r* X Yﬂll TI.II]E | . Q  Browse | Upload Itz
e
= e.FS a (%] Applications Helpdesk - EFSA’s front office and support desk for regulated products
European Food Safety Authority ersachannel @) Subscribe | 23videos ¥
APPLICATIONS HELPDESK UNIT - AUG 2012 A?fl"ﬁafroné .For mgU[a{E(L F?"oduc{: S
How to prepare and where to submit an application:
Eo | LEGISLATION | ‘
AREA HOW TO PREPARE AN APPLICATION w @ - Ty j
— L
GMOs Requlatory framework and Guidance Me é —
Health Claims Art. 13.5 & 14.1 Regulatory framework and Guidance M EF5A Gudance — -
docoments
Novel Foods Requlatory framework and Guidance EL
Food Contact Material (FCM) Regulatory framework and Guidance Me
Flavourings Regulatory framework and Guidance Eu -
d Like | L 4 | mcidton [ sharea | " E | 367 i -Iu-l. Wl o
Smoke Flavourings Requlatory framework and Guidance EvL o - 260 J
Many products used in the food chain such as additives, active substances D‘Ikss 0l
Enzymes Rggulato! y framework and Guidance EL used in pesticides, plastics used food packaging, or even health claims made
—_— . on food products, are scientifically assessed for safety by EFSA before they _
Food Additives & Nutrient Sources ) Reqgulatory framework and Guidance European Commission
W . The Mandate is sent to the European Commission
Feed Requlatory framework and Guidance The Dossier is sent to EFSA
Pesticides active substances Not yet available Not yet available
Pesticide MRLs Not yet available Not yet available
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How and where to submit an application:'—"

%ﬂ_—\ Regulatory framework Administrative guidance Scientific guidance
Food Additives Regulation (EC) No 1331/2008 of 16
& December 2008 of the European
Nutrient Sourc Parliament and of the Council
establishing a common authonsation Food additives

procedure for food additives, food
enzymes and food flavourings

Commission Regulation (EU) No
234/2011 of 10 March 2011
implementing Regulation No
1331/2008 of the European
Parliament and of the Council
establishing a common authonsation
procedure for food additives, food
enzymes and food flavourings

Requlation EC No 1333/2008 of 16
December 2008 of the European
Parliament and of the Council on food
additives

Commission Regulation (EU) No
231/2012 of 9 March 2012 laying
down specifications for food additives
listed in Annexes Il and Il to
Regulation (EC) Mo 1333/2008

Requlation (EU) No 25772010 of 25
March 2010 setting up a programme
for the re-evaluation of approved food

EC practical guidance for applicants @

EFSA Data requirements for the
evaluation of food additive applications

on the submission of applications on
food additives, food enzymes and food
flavourings (September 2011- updated
May 2012)

Nutrient sources

EC Administrative guidance T on
submissions for safety evaluations of

substances added for specific
nutritional purposes in the manufacture
of foods

(published August 2003).
doi:10.2903/].efsa.2009.1188 (EFSA-Q-
2007-188)

Guidance for submission for food
additive evaluations (July 2012). EFSA
Journal 2012;10(7):2760 (EF5A-Q-2010-
00675)

EC Guidance (SCF) on submissions for
food additive evaluations by the Scientific

Committee on Food (July 2001) 23

Nutrient sources

EC Guidance on submissions for safety
evaluations of sources of nutrients or of
other ingredients proposed for use in the

manufacture of foods (July 2001) T

Committed since 2002

to ensuring that Europe’s food is safe
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Harmonise workflows to gain efficiency

v'"Map and harmonise working practices on applications
within EFSA

v'Centralise initial administrative steps (reception,
registration and verifying administrative completeness)
v'For NEW food additive applications, 3 registrations
v EFSA-Q-2012-00446 Iron(lll) meso-Tartrate

v EFSA-Q-2012-00447 Polyvinyl alcohol polyethylene
glycol-graft-co-polymer

v EFSA-Q-2012-00748 Gaseous chlorine dioxide

/ “x
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Risk assessment @ID applicatioD

FIP FEED GMO NUTRITION || PESTICIDES BIOHAZ
Unit Unit Unit Unit Unit Unit
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| l » [ Dossier ]
EUROPEAN Mandate
COMMISSION T
Dossler

R
o

Perform suitability
check
(30 WDS)




30 WDS

9 MONTHS

Reception

EFSA

Not suitable

15 WDS
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APDESK
initiatives

WHEN

|ldentify and map
the stakeholders
needs

|

Implement

|

Monitor
stakeholders’
satisfaction
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- Continued support to submission of applications:
v Provide pre-submission support to applicants
v Answer requests through the web form
v'Update information available in the website
v'Available to answer to request via phone

- Provide dedicated support to SMEs and/or new applicants:
v Develop an APDESK SME office
v Develop a specific area in EFSA APDESK webspace

- Support scientific units in the organisation of technical workshops and
trainings (on-going)

- Development of E-submission for applications:
v’ Feasibility study
v'Electronic submissions Project
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Any questions? Get in contact with us through our web formr;

http://www.efsa.europa.eu/en/applicationshelpdesk/askaguestion.htm?ScientificArea=zero

Any information? Check out our web section!
http://www.efsa.europa.eu/en/applicationshelpdesk.htm

To know more...Watch us on Youtube!
http://www.youtube.com/watch?feature=player embedded&v=cUF22EIWWyU

GRAZIE

17




