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CONTENT OF THIS PRESENTATION 

Regulated products Department 

Regulated products applications (flows 
and units in charge) 

Monitoring of applications and RAW 

Engagement with & support to applicants:  
(Application section, Catalogue of services, Administrative 
guidance, Webinars, SMEs support) 
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Focal Points agreement 

YOUR ROLE 
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Regulated products Department 
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EFSA ORGANISATIONAL STRUCTURE 
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APPLICATION AREAS: PANELS AND UNITS 

Regulated product area (Scientific Panel) Unit 

Panel on Food Additives and Flavourings (FAF) deals with food 
additives and nutrient sources added to food  
Panel on Food Contact Materials, Enzymes and Processing Aids (CEP)  

Food  
ingredients 
& packaging  

Feed additives (FEEDAP Panel) Feed 

Genetically Modified Organisms (GMO Panel) GMO 

Health claims, Novel food, Infant formulae, 

Food allergies (NDA Panel) 

Nutrition 

Plant protection products (PPR Panel): active substances & Maximum 
Residue Levels (MRL) 

Pesticides 

Application process general support  APDESK 
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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 
JUNIOR SCIENTIFIC OFFICER 

 Feed additives, Pesticides 

Patricia Romero 
JUNIOR SCIENTIFIC OFFICER  

GMO, Food ingredients, Novel foods 

Konstantinos Sofianidis 
JUNIOR SCIENTIFIC OFFICER  

(Temporarily allocated to FEED Unit) 

Alessandro De Tommasi 
JUNIOR OFFICER 
Pesticides, Quality 

Margherita Guidi 
JUNIOR OFFICER 
Communications, Webinars, Reporting 

Stefania Mori 
ADMINISTRATIVE ASSISTANT  
Novel foods, Pesticides 

Nikola Burelli 
ADMINISTRATIVE ASSISTANT 
Feed additives, Health claims, DMC 

APDESK.applications@efsa.europa.eu  

Irene Baratto 
TRAINEE 

Feed additives, FCM 

Remigio Marano 
JUNIOR SCIENTIFIC OFFICER 

FCM, Novel foods 

Gabrielle Kubanski 
TECHNICAL ASSISTANT  
Pesticides, Sciforma, Budget, Info sessions 

Ingrida Miliute 
ADMINISTRATIVE ASSISTANT (interim staff)  
Biocontam, Food ingredients, GMO 

mailto:APDESK.applications@efsa.europa.eu
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Regulated products applications 
(flows and units in charge) 
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GENERAL APPLICATION PROCESS 

APDESK  
unit 

Scientific 
 unit 
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GENERAL WORKFLOW OF APPLICATIONS 

EFSA / APDESK 

FIP 
Unit 

FEED 
Unit 

GMO 
Unit 

NUTRITION 
Unit 

PESTICIDES 
Unit 

Reception 
Acknowledgement 
Administrative issues 
Completeness check 
Validity/Suitability 

Individual 
scientific 

units 

Risk assessment 

Applications are submitted to EFSA   

VALID/SUITABLE application 
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APPLICATION WORKFLOW: NOVEL FOODS (NUTRITION) 

APDESK unit 

NUTRI unit 
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APPLICATION WORKFLOW: GENETICALLY MODIFIED ORGANISMS (GMO) 

APDESK unit 

GMO unit 
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Monitoring applications and RAW 
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Database of all EFSA registered mandates 

EFSA REGISTER OF QUESTIONS DATABASE 

Register of 
Questions 
database video 
tutorial: 
 
http://registero
fquestions.efsa.e
uropa.eu/roqFro
ntend/questions
ListLoader?panel
=ALL 
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Engagement with applicants: 
Applications web section 
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http://www.efsa.eur
opa.eu/en/applicatio
nshelpdesk 

APPLICATIONS SECTION 

http://www.efsa.europa.eu/en/applicationshelpdesk
http://www.efsa.europa.eu/en/applicationshelpdesk
http://www.efsa.europa.eu/en/applicationshelpdesk
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Engagement with applicants: web form 
and webinars 
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ASK APDESK  
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ASK APDESK  

EFSA 
staff 

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 
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REPRO WEBINARS 

EFSA 
staff 

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 
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Webinar evolution 

REPRO WEBINARS 

2015 

2017 2018 
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INTRODUCTION TO THE CATALOGUE 

Webinar 
recording:  
What services 
does EFSA offer 
to regulated 
products’ 
applicants 

https://www.youtube.com/watch?v=Guskpd9X1oE
https://www.youtube.com/watch?v=Guskpd9X1oE
https://www.youtube.com/watch?v=Guskpd9X1oE
https://www.youtube.com/watch?v=Guskpd9X1oE
https://www.youtube.com/watch?v=Guskpd9X1oE
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CATALOGUE OF SERVICES 
3a 

Completeness/ 
suitability check 

phase 

1 
Pre-submission phase 

2 
Submission 

3b 
Risk assessment phase 

4&5 
Adoption and publication phase 

Guidance docs 

Info session on 
applications 

Scientific workshop/ 
conferences 

APDESK web form & follow-up 
phone calls 

Submission of 
applications by 
electronic means 

Clarification 
teleconference during 
completeness/ 
suitability check 

Clarification 
teleconference during 
risk assessment   

Applicants’ 
hearing  

Notification email on 
adopted output 

Pre-notification of adopted 
scientific output before 
publication 

Post-adoption 
teleconference  

Roundtable with industry 
associations 

Ad-hoc meeting with an 
industry representatives 

REPRO webinar 
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Applications Desk 5 1 20 2

Pesticides 1 2 1 1 1

Nutrition 1 1 9 1 17 1 2

GMO 6 2 3 1 27 2 1 1 1

Food Ingredients and Packaging 5 1 6 29 4 1

FEED 7 2 10 18 2 1

Status: March 2015 – August 2018 
 
 
 
 
Total: 196 

OVERVIEW ON SERVICES REQUESTED 



27 

Engagement with applicants: 
Administrative guidance on the 
processing of applications 



28 

INTRODUCTION TO THE GUIDANCE 
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WHY THE GUIDANCE 

 Objectives  

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

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

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

 To  be  read  in  conjunction  with  each sectorial 
legislation (applicable  legal  act). 
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Engagement with applicants:  SMEs 
support 
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PRE-SUBMISSION ADMINISTRATIVE CHECK 

•From June 2017 
to April 2018 

Time 

•Novel foods 

•Feed additives 

Area 
•Applicants’ 
perception 

•Resources 

•Benefits 

•Constraints 

Purpose 

PILOT: pre-submission administrative check of 
draft dossiers 



32 

REQUESTS OVERVIEW 

• 2 teleconferences organised 

FEED ADDITIVES: 2 requests 

• 3 teleconferences organised 

NOVEL FOODS: 14 requests 

• 1 traditional food 

• 2 not-novel foods 

• 1 food for special medical purpose 

• 4 at the beginning of the dossier 

• 3 never came back to EFSA 

Excluded: 11 
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Thank you! 
Do you want to consult the Catalogue? Go 
to the EFSA website 
 

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

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

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

To follow me on      :@margheguidi  

 
 

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 regulated 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 

 


