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EFSA Recent reorganisation: .

The APDESK Unit

& Creation of 5 new Directorates: COMM (COMMunications), RASA (Risk
Assessment & Scientific Assistance) REPRO (REgulated PROducts), RESU
(REsources & SUpport), SCISTRAT (SClentific STRATegy)

s Scientific meeting organisation moved to a specialised new unit within

RESU

v

v

v

v
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% Application assessment in a dedicated directorate (REPRO)

» The APDESK unit created within REPRO to:

provide internal coordination (back office)

support desk for applicants, Member States and other stakeholders
(front office)

harmonise the workflow of applications

iIncrease transparency and communication
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Organisational Structure on 01/07/2012

MANAGEMENT BOARD

EXECUTIVE DIRECTOR
Catherine Geslain-Langelle

EXECUTIVE OFFICE
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- SCIENCE STRATEGY
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H. DELUYKER
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L. SMILLIE ad interim) D. LIEM : CODPERATION

5. BRONZWAER (ad interim)

SCIENTIFIC EVALUATION

RISK ASSESSMENT &
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RESOURCES ~
& SUPPORT of REGULATED SCIENTIFIC
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Food & Feed regulatory areas Scientific Panel Supported by

Food additives
Nutrient sources

Flavourings
Enzymes
Food contact material

Feed additives

Genetically Modified Organisms
(GMO)

Health claims
Novel food
Infant formulae
Food allergies

Plant Protection Products: active
substances (PPP) and Maximum
Residual Levels (MRL)

Food additives & nutrient sources
added to food

Food Contact Materials, Enzymes,
Flavourings & Processing Aids

Additives & Products or Substances
used in Animal Feed

Genetically Modified Organisms

Dietetic Products, Nutrition &
Allergies

Plant Protection Products & their
Residues

FIP

FEED

GMO

NUTRITION

PESTICIDES
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Applications desk Plan

Since Oct 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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APDESK — front office, support “ efsam
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Committed since 2007 to ensuring that Europe’s food is safe

About EFSA News & events  Topics A-Z Publications Panels & units. Cooperation LULITE DL EELEELS  Calls & consultations
" " . ,

Home = Applications helpdesk > Ask & guestion = Print

Anifmal by-products Ask a question about applications

Decantamination

Feed additives T

Last name

E-mail address

GO

Re-enter e-mail address

Mutrition
Affiliation

[Select— www.efsa.europa.eu/it/applic

Ahout Applications helpdesk Name of organisation (optional)

» Ask a question e at|0nShe|DdESkhtm

[ Select -

Scientific area

[ Select -

Subject

[ Select —

Question number e.g. EFSA-Q-YYYY-XXXXX (aptional)
EFSA-Q-

Your question

Festicides

[¥]

[1]

]
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APDESK - front office, support
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Requests per scientific area
Nov 2011 — Dec 2012 (319)

40 N e

30

20 +

10 +

Animal by-products, 4

Nutrition, 55

Pesticides, 51

Food ingredients, 49

rocessing, 36

entio
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Total
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European Food Safety Authority

B Animal by-products

B Decontamination

= Feed additives

B Food contact materials

B Food ingredients

® Food processing

@ Genetic modification

= Not mentioned
Nutrition

m Other

[ Pesticides
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APDESK - front office, suppo

Requests per affiliation - Nov 11 — Dec 12 (319) —

NGO/consumer group
0% Not mentioned
Science/academia Consultant 6%
10% 6% /

N

Public authority

6%
\

B Not mentioned

® Industry

4 Other

M Private citizen/consumer
i Public authority

1 Science/academia

4 NGO/consumer group

4 Consultant

Private
citizen/consumer
6%

2\ Committed since 2002 8
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APDESK - front office, suppor

Requests per affiliation: Industry —
Nov 12 — Dec 12 (19)

Industry/consultant
5%

M Industry - Multinational
H Industry - SME

i Industry/consultant

@78\ Committed since 2002 9
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APDESK - front office, support

Egypt
Lithuania
Tanzania, United Republic of
Ethiopia
Viet Nam i
United States

United Ki

> S

. efsam

European Food Safety Authority

United Arab Emirates
Ukraine

Turkey

Tunisia

Thailand

Taiwan, Province of China
Switzerland

Spain

South Africa
Slovenia
Romania
Portugal
Poland
Pakistan
New Zealand

Netherlands
Malta

Kuwait
Korea, Republic of
Japan

Italy

Germany

France

Finland
Denmark
Czech Republic
Colombia
China
Chile
Canada
Belgium
Austria
Australia
Argentina

Not

R

Nov 11 — Dec 12

Ireland
Iran, Islamic Republic of
Indonesia
India
Hong Kong
Greece

Ghana |

')
T

T
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to ensurindthat Europe’Sfood is safe 10

15

20

25

30

35

40

45

2quests per

Country

(319)
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APDESK - front office, suppor

How and where to submit an
application:

http://www.efsa.europa.eu/en/apdesk/docs/apdeskhow.pdf

-
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Understanding Applications
Helpdesk:

http://www.youtube.com/watch?feature=player embedded&v=cU
F22EIWWyYU

APPLICATIONS DESK UNIT - OCT 2012

How to prepare and where to submit an application:

Yu“ Tuhe -7_ N _j_ j - 7- o —7 - 7_:-:1! Browse | Up\nad hia
Applications Helpdesk - EFSA's front office and support desk for regulated products
; EFSAchannel ° Subscribe | 23videos v |

A??Lfcaffoné ﬁ:r rec‘:’uiafeo(, F?”oc(ucf S

AREA HOW TO PREPARE AN APPLIC [EVIEGSATON] | EFSR e MARKET

Animal by-products treatment

Regulatory framework and Guidar

@ —_— Efs

Decontamination substance

Regulatory framework and Guidar é ey

Feed Additives

Reqgulatory framework and Guidar

Flavourings Regulatory framework and Guidar

EF SR Gudance
document s

Flavourings - Smoke Flavourings

Regulatory framework and Guidar

Food Additives

Regulatory framework and Guidar

Food Contact Material (FCM)
A

Regulatory framework and Guidar

- | Like | Add t Sh. | i it |
< Food Enzymes > Requlatory framework and Guidar LA RSN R RN IR SN 36 views |k
~ Publizhed on 17 Jul 2012 by EFSAchannel ——————

GMOS RBQUIatg Y framework and Gu“-lﬂl Many products used in the food chain such as additives, active substances Gilies Okl

Health Claims Art. 13.5 & 14.1

Requlatorv framework and Guidar on food products, are Sci_enhﬂcally assessed for safety by EFSA before they

used in pesticides, plastics used food packaging, or even health claims made

Novel Foods Regulatory framework and Guidance

European Commission (EC)

Nutrient Sources

Regulatory framework and Guidance

European Commission (EC)

Pesticides active substances Mot yet available

Member States Competent Authorities

Pesticide MRLs Mot yet available

Member States Competent Authorities

TSE testing Reqgulatory framework and Guidance

European Commission (EC)




APDESK - front office, support
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_ How and where to submit an application:
- efsam

http://www.efsa.europa.eu/en/apdesk/docs/apdeskhow.pdf

Eurdpean Faod Safety Authonty

APPLICATIONS DESK UNIT - DEC 2012

Area

,
<Fmdem:rmes

Regulatory framework Administrative Guidance Scientific Guidance

: EFSA Explanatory Mote for the
Regulation (EC) No 1331/2008 of the = -~ Smardon Hoteforthe
Eurcpean Padiament and of the Council Food Contact Matenal. Enzvmes. t Matenal, E

establishing a common authorisation
procedure for food additives, food

enzymes and food favourings

Commission Regulation (EU}

Mo 23472011 mplements the common
authorisation procedure and establishes
the derogation from submitting
toxicological data in some specific cases
and the possibility of grouping food
enzymes under one application under
certain conditions

Regulation (EC) Mo 1332/2008 of the
Eurcpean Farlament and of the Councll
of 18 December 2008 on food enzymes
and amending Council Directve
BAM1T7/EEC, Councd Regulation (EC)
Mo 142201820, Directive 20001 3EC,
Councl Directive 20011 12/EC and
Regulation {EC) Mo 26887

Commission Implementing B I
(EU) Mo 5622012 of 27 June 2012
amending Commission Regulation (EU)
Mo 23472011 with regard to specific data

EC practical guidance for applicants
om the submission of applications
on food additives, food enzymes and

food flavourngs (September 201 1-
updated May 2012)

Flavourings and Procsccing Aids
1CEF) on the Submission of a Dossier
on Food Enzymes (July 2011). (EFSA-
G-2010-01152

EFSA Guidance of the Scientific Panel
of Food Contact Material, Enzymes,
Flavourings and Processing Aids
{CEF) on the Submission of a Dossier
on Food Enzymes for Safety
Ewaluation (August 2009).

doi: 10.2803).efsa.2000. 1305 (EFSA-
C-2007-080)

EFS& Guidance on the risk
assessment of genstically modified
mi anisms and their ucis
intended for food and feed use (June
2011) [EFSA-C-2008-00521) EFSA
Joumnal 20118832183 [54 pp]
doi: 10,2003 .efsa 2011.2183
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APDESK — Workflow applicl % . efsam

Harmonise workflows to gain efficiency

v Map and harmonise working practices on
applications within EFSA

v Centrallse Initial administrative steps (reception,

reql cfrnh and /arlf\l N andminictratin \/© nmnl tanacc)
1 CALI\U CAlL I\UA \llll] IH CAUUILITIITN TITIWLULI CALL V | & \I\J\J/
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APDESK — Workflow new applicati

R/isk\assessment CVALID application >

t/FnD\j FEED GMO | [ NUTRITION || PESTICIDES || BIOHAZ
Unit

Unit Unit Unit Unit Unit

== NeqmmitiseBince 2002 14
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APDESK —Workflow NEW food additiv -
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flavourings, enzymes applications

appiicant L EC
. 4

o Reception
EFSA
30WDS  _ " ™\
fReguIations\ A

EC =l Validity (by EC)

1331/2008
_ 234/2011

Negotiated
deadline

- Risk
Assessment

Adoption by
the Panel

15 WDS
(internal EFSA DL)
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APDESK — Workflow NEW food additi

\uu

flavourings, enzymes applications (sui

m) (oo |

EUROPEAN
COMMISSION

Regulations
EC
1331/2008
234/2011

7 v&) Committed since 2002
s/ to ensuring that Europe’s food is safe

—

.,
x

B efsam

“uwopean Food Safety Authority

Mandate

D055|er

¥

EFSA

.;

Performs
suitability check
(30 WDS legal DL)
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Food Enzymes applications Number of
applications

Food enzymes - Reg (EC) No 1331/2008 4

EFSA-Q-2012-00897 In progress
EFSA-Q-2012-00898 In progress
EFSA-Q-2012-01009 Under consideration
EFSA-Q-2012-01010 Under consideration

—>Possibility to monitor the status of a submitted application through
the EFSA Register of Questions (ROQ)

http://reqisterofqguestions.efsa.europa.eu/rogFrontend/questionsListl oader

@78\ Committed since 2002 17
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APDESK 2012 i
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L

Launch a survey on stakeholders’ needs for the future development
of services to stakeholders

Objective: to launch a questionnaire to stakeholders on their
expectations on the type, nature, quality of services they would like to
be put at their disposal by EFSA and its new APDESK unit in the area
of regulated products (targeted audience)

Stakeholders: applicants, Member States, European institutions and
bodies, MSs and national agencies, other stakeholders, specialized
media

Timelines: 6 months from 31st October 2012

\ Commi tted since 2002 18




APDESK 2012-2015: interactions e

.*_ »
with stakeholders / surveys .,eEfE,,aﬂ
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APDESK Plan 2012-2015 .

European Food Safety Authority

Continued support to submission of applications: S

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:
http://www.efsa.europa.eu/en/applicationshelpdesk/apdeskabout.htm

v' Stakeholder workshop on New Guidance for Food Additive evaluations - 21 Sep 2012, Brussels
v Technical meeting with applicants — Flavourings 14 Nov 2012, Parma
v Technical meeting with applicants — Food Enzymes 17 Jan 2013, Parma

Development of E-submission for applications

v Feasibility study
v" Electronic submissions Project

/r £y Committed since 2002 20
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Any questions? Get in contact with us through our web form!
http://www.efsa.europa.eu/en/applicationshelpdesk/askaquestion.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
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