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Setting the scene



Where it started — Several food/feed crises in

Dioxines

Benzene



High speed
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Books | Fim | Music | Stage | Art&Design | TV, Radio, Web | Tuarascdil | Heritage The pre-BSE approach to food law was articulated in the famous Cassis de
Dijon court case which enshrined the "mutual recognition" principle whereby,
EU values s afety above free trade if a food product was marketed in one member-state, it would be given free

access to the entire Single Internal Market.
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o Romano Prodi made one of his first policy statements on food safety yesterday
in the European Parliament. It may seem surprising that with such issues as

The EU has decided that, in future, enhancing food safety and consumer
protection, rather than free movement of goods, is to be the cornerstone of a

new EU regulatory regime for foodstuffs.
East Timor, Kosovo, EU enlargement and the euro in the news, the

Commission President chose this issue as one worthy of a major policy

statement.

“The principle of mutual recognition, while preserving local, regional and «White paper»
national traditions, allowed the EU to realise an internal market without

having to adopt hundreds of ‘vertical’ directives.13. However, even
among European member states, which are relatively similar
in terms of regulatory approach, national regulations cannot (EC) 178/2002

always ensure equivalent levels of protection. “ (Alemanno, 2010
— see notes in this slide)



The European response - (EC) 178/2002

« «EU General Food Law>» - Decision on our food safety «model>:

« «Risk» = A function of the probability of an adverse health effect and the severity of
that effect, consequential to a hazard

« «Risk analysis» = A process consisting of three interconnected components: risk
assessment, risk management and risk communication

 «Risk management» = The process of weighing policy alternatives in consultation
with interested parties, considering risk assessment and other legitimate factors, and,
if need be, selecting appropriate prevention and control options

« «Risk communication» = The interactive exchange of information and opinions
throughout the risk analysis process as regards hazards and risks, risk-related factors
and risk perceptions, among risk assessors, risk managers, consumers, feed and food
businesses, the academic community and other interested parties, including the
explanation of risk assessment findings... .
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The European response — (EC) 178/2002

« Establishment of the European Food Safety Authority
(EFSA):

“The Authority shall provide
scientific advice and scientific

and technical support for the
Community's legislation and
policiesin all fields which have a
direct or indirect impact on

food and feed safety. It shall provide
independentinformation

on all matters within these fields and
communicate on risks.”

HEADQUARTERS
in the heart of Parma ; |



EFSA

- Thereference body for risk
assessment of food and feed in the

- European Union. Its work covers the

entire food chain — from field to fork




EFSA

Opprettet

2002

450 ansatte

1500
eksperter

1000 mgter/ar

5000 publiseringer/
500/ar



EFSA — Questions (mandates) and replies
(opinions)

EFSA receives questions (mandates) from the
Commission, the Parliament, Member States, and «self
mandates»

EFSA evaluates risks
EFSA publishes «opinions»

EFSA (risk) communicates



EFSA - Organisation

« Management Board (EEA-countries are not representet)
« Advisory Forum (Norway is represented by the Director, VKM)

« EFSA national focal points (VKM is the Norwegian Focal Point)
kontaktpunkt)

e Scientific Committee

« Scientific panels: Nutrition, Food Packaging, Food Additives, Chemical
Contaminants, Biological Hazards, Animal Health & Welfare, Animal Feed,
GMO, Plan Protection, Plant Health = 10 panels (there are Norwegian
members of EFSA’s panels and working groups.)

« Staff/employees (Norwegians can work in EFSA)



Norwegian Scientific Committee for Food and Environment
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* From food safety scandals to one food law and one Food
Safety Authority

* Holistic approach and distinction between science (risk
assessment) and decision making (risk management)

* Safe food and the population’s TRUST in safe food: Main
drivers



VKM'’s remit — Food and environment: Cross-disciplinary
interaction

« VKM carries out cross-disciplinary risk assessment within the food
and environmental areas. Mandates from the Norwegian Food Safety
Authority and the Norwegian Environment Agency - Two «clients» —
Shared responsibility across different sectoral regulations

Mattilsynet MILO-

DIREKTORATET

« VKM is the Norwegian Focal Point for EFSA and has a seat in the
EFSA Advisory Forum

« VKM is the Norwegian CITES Scientific Authority (CITES SA)
VKW



VKM - EFSA

from field to fork

- trygger
~ maten og
. miljoet




VKM as Focal point

Deltagelse i faglige nettverk i
EFSA



VKM’s role as Focal Point

EFSA Focal Points: a decade of networking for European
food safety

Related

EFSA pust
through fi
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For the past 10 years EFSA's Focal Points have been acting as b. dors in
EU Member States and operating as a network of cross-border collaboration E publishe
on food safety. To mark the occasion, a new interactive timeline highlights

EFSA wel¢
the key achievements of the network.

from Advi
Established in 2008, the Focal Point network comprises members from all 28 EU Corporate,
Member States, Iceland and Norway, as well as observers from Switzerland and pre- 2 publishe
accession countries. It promotes Information exchange, networking and engagement,

Vitenskapskomiteen

o Foest .

Hjem / Om EFSA

EFSAs kontaktpunkt i Norge

EFSA, den europeiske myndighet for
beskytte

skal bidra til & bedre

og bevare tilliten til

Som kontaktpunkt skal VKM fremme utveksling av informasjon og kunnskap meliom
EFSA og medlemslandeneog bidra i fellesprosjekter. I tillegg skal VKM arbeide for &

synliggjore EFSAs arbeid i Nozge.

EFSA gjor risi og gir rad til o9
medlemslandene.
Siste fra EFSA Sok etter innspill til EFSA

> Soker kandidater tl stipendptogrammet EU-FORA

» Saimonella fordesakes fiest matbbne sykdomenet |
EUL

Alie meldinger fra EFSA

Gisle Solstad, who represents the Focal Point at the Norwegian Scientific Committee
for Food and Environment (VKM), added: “Working as a Focal Point representative
provides a rewarding and positive opportunity for a multidimensional and muilticultural
approach to strategic work and capacity building, with the aim of enhancing food

safety for consumers across Europe.”

Key achievements

To mark the 10-year anniversary, a new interactive timeline highlights the milestones

EFSA ber med jevne meliomioe om inespét t
arbesdet med retningslinjes tor
isikovurderingsarbeidet, Kookrete risikovurdeinges
av stor politsk eler faglig betydeing et en annen
type uttaleise.
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Gisle Solstad
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VKM’s role as Focal Point

« Exchange of information
 Sharing of expertise
 Data sharing

* Promote harmonisation

« Participation in the Focal Point Network (together with all
MS, potential MS, and observer countries)

 Assist EFSA in the development of networks
 Identify and assist art.36 institutions.



New role as of 2019

Advise Norwegian stakeholders on application
procedures for regulated products:

« EFSA is registering about 500 mandates

« Governed by about 34 different directives and
regulations

 Following 39 workflows



Regulated products — Novel food and traditional food

Biological hazard applications: Feed additive applications: Food contact material Food improvement agents
overview and procedure overview and procedure applications: overview and applications: overview and
Animal by-product treatments, Additives and products or substances procedure procedure

decontamination substances. used in animal feed. Materials, plastic recycling processes, Food additives, food enzymes and

flavourings, smoke flavourings.

active and intelligent substances.

GMO applications: overview and Novel food and traditional food Nutrition applications: overview Pesticide evaluations: overview
procedure applications: overview and and procedure and procedure
GMOs for use as food or feed and/or procedure Health claims, novel foods, infant Active substances, maximum residue
for cultivation. Novel foods and food ingredients, formulae, food allergies, nutrient levels.

sources.




Where to start?

« The Competent Authority in Norway is the Norwegian
Food Safety Authority (NFSA)

o Statens tilsyn for
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Du er her: Forside / Mat og vann / Produksjon av mat / Ny mat

Ny mat Innhold pa siden

Regelverk og veiledning

() Publisert 02122019 Sist endret 03.05.2021 & Skivul
Regelverk under uivikling
«Ny mat» er naeringsmidler som ikke har blitt brukt i Norge eller de andre E@S-landene (o1 occ

(inkluderer EU) for 15 mai 1997
Relaterte kunngjaringer

Ny mat kan for eksempel vaere ny-utviklede naeringsmidler som fosfolipider isolert fra
krill og betaglukaner isolert fra havre. Det kan vaere neeringsmidler produsert ved bruk
av ny teknologi som for eksempel UV-straling og nanoteknologi, jordbruksprodukter
som tradisjonelt har blitt brukt | andre deler av verden enn E@S, og nye planter eller dyr  penne siden herer til under
som vi ikke har spist fer.

| Produksjon avmat | [ Mat ogvann |

Ny mat ma godkjennes av EU-kommisjonen og inkluderes i unionslisten over ny mat,
for de kan omsettes. Dette skal sikre at ny mat er trygt & spise, og at forbrukerne far
god og riktig informasjon

Virksomhetene har ansvaret for a sette seg inn i og felge regelverket om ny mat
Mattilsynet farer tilsyn med at reglene etterleves

Mer om nv mat



EFSA — Detailed guidelines

TECHNICAL REPORT

APPROVED: 15 February 2021
INMPLEMENTATION DATE: 27 March 2021

doiz10.2903/sp.efsa.2021.EN-6471
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E

Abstract

EFSA is continuously striving to
enhancing a customer-oriented
products life-cycle. EFSA is regist
a yearly basis governed by mon
workflows. In this context, EFSA
process applications for regulate
to ensure that a coherent, sounc
each sectoral legislation.

This administrative guidance for
general workflow of applications,
of suspension/extension of the s
assessment process, the publicati
by the General Food Law in the
submission advice by EFSA, sp¢
intended studies, including their
submission advice by EFSA), not
non-confidential version of all

confidentiality decision-making
requirements, as implemented by
27 March 2021.

This administrative guidance appl
and the re-evaluation of food add
for submitting additional/suppler
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EFSA’s Catalog
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Abstract

As part of EFSA’s ongoing
of its scientific risk assessm
in the area of application:
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support initiatives targeted
cycle of applications for re
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Home / Applications / Qverview / Novel food / Regulations and guidance

Novel food applications: regulations and guidance

EU legislation and EFSA guidance documents detail how to compile dossiers for submission and the information and studies required
for the evaluation. EFSA’s guidance is updated regularly so applicants should check they are using the latest version befare applying.

Novel foods

Regulatory framework

« Regulation 2017/2469 on administrative and scientific requirements for novel foods applications

Regulation 2017/2468 on administrative and scientific requirements concerning traditional foods from third countries

Regulation 2017/2470 on establishing_the Union list of novel foods

Regulation 258/1997 concerning novel foods and novel food ingredients

Regulation 2015/2283 on novel foods

Regulation 1852/2001 laying down detailed rules for making_certain information available to the public and for the protection of
information

Administrative guidance and support initiatives

Applicable to o Administrative guidance for the preparation of applications on novel foeds pursuant
applications submitted to Article 10 of Regulation (EU) 2015/2283
as of 27 March 2021
o Administrative guidance for the processing of applications for regulated products
(update 2021)
o EFSA's Catalogue of support initiatives during the life-cycle of applications for
regulated products (update 2021)
Applicable to o Administrative guidance on the submission of applications for authorisation of a

applications submitted

novel food pursuant to Article 10 of Regulation EU 2015/2283
until 26 March 2021

o

Administrative guidance for the processing_of applications for regulated products

o

EFSA's Catalogue of support initiatives during_the life-cycle of applications for
regulated products




EFSA — Detailed guidelines

Applications helpdesk -
Novel foods application procedure asTraditional food notification/application procedure as of 1 January 2018

Applications helpdesk -

Eo0sees

| Authorisation and use of novel foods and food ingredients h
when Regulation EC 258/1997 on novel foods and novel 1
presented a proposal for a new regulation on the matter. Th
have reached an agreement with the new Regulation EU 2015
a novel food should submit an application to the European Cc
available to the Member States and mandate EFSA for a scie
opinion within nine months from the date of receipt of a valid ¢

January 2018.

Legend:

Applicant

European Commission
EFSA

Action

Document

Decision

Task

1 to the C

An applicant who intends to place on the EU market a traditional food from a third country, may opt to submit a
notification of that intention to the European Commission (Article 14). In this event and after having verified its validity, the
Commission shall forward the notification to the Member States and to EFSA. Within four months from this date the
Member State or the Authority may submit to the EC duly reasoned safety objections to the placing on the market of the
traditional food concerned. If duly reasoned safety objections have been submitted to the Commission the traditional food
concerned shall not be authoriseed for its placing on the market (Article 15). In that case, the applicant may submit an
1 including the documented data relating to the safety objections raised (Article 16). EFSA
will issue an opinion within 6 months from receipt of a valid application. Such pocedure shall apply as of 1 January 2018.

_
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Regulation EU 2015/2283
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Notification of European
Intention {Art. 14) ‘| Commission
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legal deadline|
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Legend:
4 months

db  Applicant (legal deadline)

@ European Commission

@ Member State No objections
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EFSA channel on YouTube

= ©VYoulube”

Search
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vebinar #Transparency #EFSA
Webinar: novel food applications

1,060 views Sep 30,2021 The third #webinar in this series provided participants with a

oy 6 OGP pislike > Share L Download 3¢ Clip =+ Save
comprehensive explanation of the new requirements for novel food applications ¢ ...more
EFSAchannel

Comments Add a comment.
18.1K subscribers SUBSCRIBE
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VKM — Also a starting point for information

Reviderte rutiner som fglge av
«Apenhetsforordningen»

EUs nye forordning om apenhet (dpenhetsforordningen), innebzerer blant
annet at de som sgker om godkjenning av regulerte produkter ma fglge
reviderte rutiner. Forordningen gjelder fra 27. mars 2021.

Forordningen skal styrke paliteligheten, objektiviteten og uavhengigheten til vitenskapelige studier
som EFSA legger til grunn 1 sine vurderinger, og styrke styringen av EFSA. Du kan lese mer om
bakgrunnen for apenhetsforordningen pa EU-kommisjonens nettsider.

Verktgy og nettportal

EFSA har utviklet nye verktay og en nettportal for & hjelpe berarte parter til & sette seg inn i og lasre
om hvordan de nye reglene som falger av «apenhetsforordningens vil fungere i praksis.

Verktayene omhandler &penhet, konfidensialitet, varsling av vitenskapelige studier, radgivning fer
innsendelse av seknader, og haringer De er utarbeidet i samrad med EFSAs berarte parter, EU-
kommisjonen og medlemslandene. De er forst og fremst rettet mot EFSAs bererte parter, for
eksempel sokere som vil ha matvarer pa det europeiske markedet.

s Du finner oversikt over verkteyene pa EFSAs nettsider her.
« Du finner verktay for tilgang til dokumenter pa EFSAs nettsider her.
« Du finner EFSAs nettportal for apenhetsforordningen pa EFSAs nettsider her.

Reviderte rutiner for seknader vedr. regulerte produkter
EFSA har ogsa utarbeidet reviderte rutiner for seknadsprosesser for regulerte produkter.

« Du finner oversikt over disse, og prosesser for seknader innenfor grupper av regulerte produkter
pa EFSAs nettsider (EESA Application Helpdesk).

Opplzeringsprogram for bergrte parter
EFSA og EU-kommisjonen har utviklet en serie webinarer og opplasringsprogrammer (video) for &
sikre en god overgang.

« Du finner oversikt over webinarer og opplaeringsprogrammer pa EFSA nettsider her

Hva kan VKM hjelpe deg med?

Som nasjonalt kontaktpunkt for EFSA kan VKM bistad med informasjon om &penhetsforordningen og
de praktiske endringene denne medferer for berarte parter, ogsa for sekere av regulerte produkter.
VKM er ikke kompetent nasjonal myndighet nar det gjelder regulerte produkter, men kan gi rad om
seknadsprosessene, og om hvem som er riktige kontaktpersoner | EFSA og Mattilsynet.

Kontakt

Gisle Solstad

Send e-post

Relaterte lenker

* Transparency and sustainability of the EU risk
assessment in the food chain

* Transparency Regulation and stakeholder
engagement

* Transparency Regulation: Practical Arrangements

» Processing of applications for access to
documents®

» Applications helpdesk

Programme



More about EFSA and/or VKM?

 Get in touch!

Kontakt

4 Gisle Solstad
Adminisirasfonssjef og ansvariig for driften av
FFSAs kantaktpunkt { Norge
* M:98 36 72 86

Send e-post

« Or get in touch with your own national EFSA Focal Point



https://www.efsa.europa.eu/en/partnersnetworks/eumembers#:~:text=Focal%20Points%20act%20as%20an,research%20institutes%20and%20other%20stakeholders.&text=The%20Focal%20Point%20network%20comprises,Switzerland%20and%20EU%20candidate%20countries.

Questions?






Thank you for your attention!
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