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HISTORIE

VZNIK NARIZENIi — KONEC 20.stol

Narizeni Evropského parlamentu a Rady (ES) ¢. 258/97 ze dne 27. ledna 1997
0 novych potravinach a novych slozkach potravin

UR vést. L43,14.2.1997, pp. 1-6 (ES, DA, DE, EL, EN, FR, IT, NL, PT, FI, SV)

Tj. pted vstupem CR do EU

[Dokument byl zvereinén v ramci zvlastnino vydani
(CS, ET, LV, LT, HU, MT, PL, SK SL, BG, RO, HR)
No longer in force, Date of end of validity: 31/12/2017; ZruSeno


https://eur-lex.europa.eu/legal-content/cs/AUTO/?uri=CELEX:32015R2283

The procedure
Commission
Implementing Regulation (EU) No 307/2012

REGULATION (EC) No 258/97 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL

of 27 January 1997
concerning novel foods and novel food ingredients
(OJ L 43, 14.2.1997, p. 1)

ROZHODNE DATUM, zda byla potravina v EU
spotrebovavana ve vyznamné mire, bylo stanoveno
na 15. kvétna 1997,

tedy datum vstupu smeérnice v platnost a do nasich
narodnich predpisu bylo implementovano jako PNT.



Praxe PNT 1997-2017

Od roku 1997 do roku 2017 vcetné bylo pfijato rozhodnuti o 103 Zadostech o nové potraviny kromé
GMO a pfiblizné 77 z nich je stale v procesu — udaje EK.
- Nové potraviny byly schvaleny po posouzeni bezpe¢nostnich dat ndarodnim hodnoticim organemav
mnoha pripadech po dalSim posouzeni Védeckym vyborem pro potraviny a tedy pozdéji od roku 2002
jeho nastupcem, Evropskym ufadem pro bezpecnost potravin (EFSA).
- Je tedy zfejmé, Ze rozsah legislativy o novych potravinach byl pomérné omezeny a zaméren na
potraviny, které nikdy pfedtim nebyly konzumovany v Clenskych statech EU a jsou tedy skute¢né nové v
evropské stravé bud proto, Ze jsou nové syntetizované, pochazeji ze zdrojovych material{, které nemaji
historii uzivani v EU, nebo se vyrazné lisi od stavajicich protéjska pouzivanych pfed 15. kvétnem 1997.
-V tomto ohledu existuje jedna vyjimka. Pokud byla neoriginalni sloZka pouZivana pouze v doplficich
stravy a nema historii pouZiti v jinych potravinach, jeji pouZiti v jinych potravinach by spustilo
schvaleni nové potraviny, jak je uvedeno v Casti definice.

- PouZiti v doplricich stravy v tomto pfipadé neni ,,novou potravinou“/NP, ale v jinych kategoriich je
NF/PNT

- Tento princip byl pfijat ¢lenskymi staty v roce 2005, kdy pouzivani potravin a/nebo potravinovych
ingredienci v EU vyhradné jako doplrikud stravy neni povazovano za vyznamnou lidskou spotfebu ve
smyslu nafizeni 258/97.4

Pivodni narizeni obsahovalo zjednoduSeny postup aplikujici se v pripadé, Ze 1ze prokazat

podstatnou latkovou ekvivalenci mezi urcitou novou potravinou a vhodnou referencni

potravinou. Tento postup byl v novém narizeni 2015/2283 odstranén.



Mandat EC pro EFSA — nové nafizeni 2015/2283

Bl Ret Ares(2018)170279 - 26012018

EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Directorate € - Food and feed safety, innovation
E.2 - Food processing technologiles and novel focds

INCOMING N° 420009,
Brussels.

DG SANTE/EYRPR In 29 GEN, 2018
EFSA

Subject: Mandate for the Europcan Food Safety Authority (EFSA) on the
implementation of Regulation (EU) 2015/2283

Dear Dr. Lhcurcux.

As of 1 January 2018. Regulation (EU) 2015/2283 on novel [oods will become
applicable and requires applicants to submit applications referred to in Article 10, and
notifications (Article 14) and applications (Article 16) of traditional {oods from third
countries for authorisation to the Commission. This Regulation is supplemented by two
Implementing Regulations laying down administrative and scientific requirements for
applications (Regulation (EU) 2017/2469) and lor traditional foods from third countrics
(Regulation (EU) 2017/2468).
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European Food Safety Authority  EFSA COMMUNITY OF INTEREST

HOW THE COMMUNITY IS COMPOSED: MEMBERS' INTERESTS BY

AREAS
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Animal welfare Biological hazards Feed additives Food contact Food GMOs Novel foods and Nutrition Pesticides
(i.e. stunning (i.e. on animal by- materials improvement traditional foods
methods) products and agents: food
decontamination additives,
substances) flavourings,

enzymes, smoke
flavouring primary

products ‘ \‘ '
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European Food Safety Authority

KATEGORIE NOVYCH POTRAVIN — NOVEL FOODS

New production
process

New or modified
molecular
structure

From animals or
their parts

From
microorganisms,
fungi or algae

Cell or tissue
cultures derived
from the living

From plants or
their parts

Engineered
nanomaterials

Vitamins and
minerals from new
process /
nanomaterials

Exclusive use in
food supplements
prior to May 1997

Andrea Germini

Nutrition & Food Innovation Unit




EU predpisy po novém Narizeni

EC REGULATION AND EFSA NOVEL FOOD GUIDANCE DOCUMENTS

Regulation (EU) 2015/2283 of the European
Parliament and of the Council of 25 November 2015
on novel foods

2017

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

« Implementing Regulation (EU) 2020/1824 amending
Implementing Regulation (EU) 2017/2468 laying
down administrative and scientific requirements
concerning traditional foods from third countries

- Implementing Regulation 2017/2470 on establishing
the Union list of novel foods

EFSA scientific guidance on novel food in the context
of Regulation EU 2015/2283 (updated in 2021 with
requirements for transparency regulation)

EFSA scientific guidance on traditional foods in the
context of Regulation EU 2015/2283 (updated in
2021 with requirements for transparency regulation)

EFSA Administrative guidance on novel food pursuant
to Article 10 of Regulation EU 2015/2283 (updated in
2022 with requirements for transparency regulation)

)



EU predpisy - administrace

Pokud si nejste jisti, zda je vas produkt originalni potravinou,
muzete kontaktovat prislusSny organ clenského statu, kde
planujete potraviny poprvé uvést na trh.

EFSA neni odpovédna za rozhodovani, zda je potravina nova ¢i ne

Pokud vas produkt splnuje podminky pro nové potraviny, musite
podat zZadost Evropské komisi v souladu s nafizenimi (EU)
2015/2283 a 2017/2469

e Zidost musi byt podana prostiednictvim platformy e-
submission food chain platform (ESFC)

(EK nasledné da mandat EFSA)



efsam

Pre-submission

phase

Submission phase
& Suitability check

Risk assessment

phase

Post-adoption
phase

«Potential applicant +Applicant submits the +EC validates the +EFSA publishes the
requests general pre application to EC application scientific opinion
submission advice
(highly recommended) +EC may consult EFSA for *EFSA launches public +Based on EFSA's advice

the suitability check and consultation on the non- the EC takes the
+Potential applicant make the application confidential application decision on granting
notifies studies available to EFSA dossier authorisation of the
commissioned or novel food for placing it
carried out as of +EFSA performs the *EFSA performs thorough on the EU market
27/03/2021 suitability check of the risk assessment
(mandatory) application
 *EFSA Panel adopts the
scientific opinion
30 working days for 9 months for risk Confidential
suitability check + possible assessment + requests for decisiun-mailtlyng i

Figure 1: Overview of the life-cycle of a novel food application
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Validity Check

(EC)

Validity Chack EC

- EC verifies whether
the application falls
within the scope of the
Movel food Regulation
(EL)) 2015/2283 and the
requirements set out in
Article 15 of that
Regulation are met

- EC may request
additional information
from the Applicant as
regards the validity of
the application

postupovat dale

30w

@ days

Suitability Check

(EFSA)

Suitability Check EFSA
- EC may consult EFSA

- EF54 provides EC
with its views on
whether the
application fulfils the
relevant requirernents
set out in Article 10(2)
of Regulation (EL)
2015/2283 within a
period of 30 working
days

- EFSA may request
additional information
from the applicant as
regards the suitability
check

o

Risk Assessment
(EFS&)

Risk Assessment EFSA

- EF5A performs the
risk assessment and
adopts its opinion
within § months
from the date of
receipt of a valid
application

- EF5A may request
additional
information from
the applicant as
regards the risk
assessment

Manual EFSA zadatele povede jak se zaregistrovat s

Pouziva se: e-submission system for Novel Foods -User Guide
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Risk Management
(EC)

Risk Managmant EC

-The EC has 7
manths from the
date of the
publication of the
EF5A's opinion to
draft an
implementing act
authorising the
placing on the
market within the
EU of a novel food
and updating the
Union's list
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Co se predklada?

e Spis ,Dossier” podporujici zadost by mél byt
pripraven v souladu s pozadavky narizeni (EU)
2015/2283, provadéciho narizeni Komise (EU)

2017/2469 a pokynU EFSA k véd
pozadavkum pro zadost o schva

potraviny v kontextu narizeni (E
(panel EFSA NDA, 2024)

eckym
eni nove
J) 2015/2283
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European Food Safety Authority

MEETING EFSA - EMA
» Engagement mechanisms dedicated to registered stakeholders

{HE!

Foresight and Risk
preparedness  assessment

prodess
&

g

|

:
colelos i
L BE BE BE Ei




Kapitoly

Pre-Application information

Identity of the novel food

The production process

Compositional data

Specifications

The history of use of the novel food and/or its source
The proposed uses and use levels and anticipated intake
Absorption, Distribution, Metabolism and Excretion (ADME)
Bioavailability

Nutritional Information

Toxicological Information

Genotoxicity

Subchronic toxicity

Chronic toxicity and carcinogenicity

Reproductive and developmental toxicity

Human data

Allergenicity

Concluding remarks

References

Annexes to the dossier

Other relevant information

Nové potraviny — slozeni dossieru

efsam
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Nové potraviny - detailni pokyny od 27.3.2021

APPROVED: 15 February 2021 IMPLEMENTATION DATE:
27 March 2021 doi:10.2903/sp.efsa.2021.EN-6488

www.efsa.europa.eu/publications EFSA Supporting publication
2021:EN-6488

Administrative guidance for the preparation of applications on
novel foods pursuant to Article 10 of Regulation (EU) 2015/2283

European Food Safety Authority (EFSA)



BEZPECNOST POTRAVIN efs4
rostlinného pivodu
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FROM PLANTS, MACROSCOPIC FUNGI AND ALGAE

Inclusion of macro fungi, macro algae, and plants within the scope il

« Scientific name & taxonomy

« Synonymes, trivial/common names

« Part(s) used

« Experimental verification of the identity of the plant (e.g., authentic plant specimen deposit in
a recognized herbarium, macroscopic/microscopic verification with comparison to an
authentic standard, chemical fingerprint compared to standard, DNA-based authentication) -

« Adherence to EFSA guidance on safety assessment of botanicals and botanical preparations

« Macroscopic fungi and algae: verification of the identity according to internationally
recognized databases and methodology

«  Growing region(s) and, when relevant, season of harvesting flgli

« Growing conditions to produce the source organism (i.e., cultivated or from the wild,
conditions of cultivation) el

+ Inclusion of a non-GMO statement gl

Y



TIER I

TIER II

TIER III

ADME

Literature data

Physicochemical data

In vitro data on absorption
Comparative metabolism in vitro

Indications that the NF or its
constituents are absorbed
Evidence for accumulation in
the body or formation of
metabolites of concern

- Substantial differences in
ADME between different test
species

Information on ADME from single dose and
repeated dose administration studies

Substantial differences in comparative in
vitro metabolism studies between the
test species and humans

Evidence for bioaccumulation

S

1 ADME studies in humans <= = = =

GENOTOXICITY

. Iﬂ vftm'gemtmimt? test battery

- Positive or ambiguous
findings suggesting potential
genotoxicity

wef s QB  VRSTVENI PRISTUPU K BEZPECNOSTI

REPEATED DOSE TOXICITY

e Literature data

Subchronic toxicity study @= ==

- Evidence for specific toxicity
(adversity on reproductive
organs, fertility, and/or endocrine
disruptive activity, neurotoxicity,

immunotoxicity, etc.)

Other studies (mechanistic and
investigative studies to assess
specific toxicity)

->

Evidence for cell profiferation,
hyperplasia, etc.

Positive findings suggesting
genotoxicity AND mechanism

of action clearly identified (not
directly DNA reactive)

Chronic toxi

- Evidence for reproductive,

immuno- and/or neurotoxicity

" carcinogenicity studies

17
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EFSA - schéma postupu v¢.zapojeni EK
APPLICATION PROCEDURE FOR NOVEL FOODS

PRE-SUBMISSION

CONNECT.EFSA

Request general pre-submission
advice on your application
(recommended)

Motify the studies you
commissioned or carried out as of
27 March 2021

SUBMISSION &

SUITABILITY CHECK

ESFC

(E-SUBMISSION FOOD CHAIN PLATFORM)

Submit your application through
ESFC

EC may consult EFSA on the

suitability of the data you provided
in the application

O

EFSA receives your application

30 working
and performs the suitability check ™™ d:rs EIt:ega?II

If requested by EC, provide
information on your application

EFSA declares your application
suitable/non-suitable

RISK ASSESSMENT

ESFC
CONNECT.EFSA
OpenEFSA

Based on the outcome of the

suitability check, EC decides on the

validity of your application

EFSA holds a public consultation
on the valid application dossier in
Connect EFSA

EFSA performs thorough risk
assessment

If requested by EFSA, provide

additional information on your
application

EFSA Panel adopts the scientific
opinion

decision-making and
proactive disclosure

Ve

Confidentiality

in DpenEF SA

O

9 months +

Request of add itional
information

In case of a request of
additional information,
the process is puton
hald until you supply the
requested information

POST-ADOPTION

OpenEFSA

The scientific output is published

= in the EFSA Journal (available via

OpenEFSA)

Based on EFSA's opinion, EC

prepares a draft regulation

[] Applicant
. European Commission (EC)

] ersa

elsam

EURDPEAN FOOD SAFETY AUTHORITY



Vysveétleni a podpora

HOW TO REGISTER ON

CONNECT.EFSA

ALL USERS

To access the registration form visit this link

Users registering o Users registering on behalf of their
on behalf of their . organisations which need to carry out
organisations pre-submission activities

You can register
in the capacity of:

Follow the journey of the colour code corresponding to the capacity in which you are registering:

rrm— - == 1. SELF-REGISTRATION —O)-8-8

Welcome to

Connect EFSA

@ef;q B CONMECT

Open the Connect.EFSA portal by clicking on the link
https://connect.efsa.europa.eu/RM/s/. You will be redirected to
the Welcome page. Here, click on “Log in/Register” button. To
start the registration process, click on “Not registered?”

Open public consultations

Fubdet Comiadatain Wosmter

19



Vybér osoby predkladatele

2. ORGANISATION SELECTION

When you register on behalf of an organisation, as soon as you
start typing the name in the searching field, the system will show a
list of possible results.

If the organisation is already registered in our systems you can
choose it and click "Select"” to continue. In this case, you will be
re-directed to the “Data privacy consent” screen directly.

If your organisation is not shown in the list, you can proceed

registering a new organisation account by selecting “Not
Found?”.

20



Cinnost pied piedloienim s kontrolou EFSA

By selecting “Yes” you express the intention to carry out pre-
submission activities in line with the provisions of the EFSA
Practical Arrangements.

Then, you can specify if your organisation/company is acting as
Business Operator (Applicant), Laboratory, or Third
party/Consultant. More details on these profiles are given in
Section 1 of the EFSA's user guide on notification of studies.

Once done, click on Next.

4
— 5. PRE-SUBMISSION ACTIVITIES SELECTION g

21



Detaily administrace pred predlozenim zadosti

Pre-submission phase

Before submitting an application for a novel food, a potential applicant should first register
in Connect.EFSA, the EFSA portal supporting pre-submission activities available on EFSA’s
website.!3 The registration is needed only if at least one of the pre-submission activities is

carried out.

Potential applicants should create a pre-application identification 'ID" (EFSA-ID-YYYY-
NNNNNN%), valid for a specific regulated product and a given regulated product area, to
be used for any activity related to the pre-submission phase (see Sections 2.1 and 2.2),
as introduced by the GFL Regulation. In particular, the pre-application ID is used for:

e requesting general pre-submission advice from EFSA (optional, applicable to all
types of applications), this is recommended to facilitate the application submission
and evaluation steps;

o notifying information related to studies commissioned or carried out (mandatory,
applicable to all types of applications).

The pre-application ID(s), if any, must be provided when submitting the application (see
Sections 2.3 and 2.11).7°

22



Informacni povinnost Zzadatelu o
efsa=m zamyslenych studiich

European Food Safety Authority

e Vsouladu s clankem 32b narizeni o GFL maji potencialni
zadatelé, kteri k 27. breznu 2021 zadali nebo provedli studie
na podporu Zadosti tykajici se novych potravin (nové povoleni,
zmeéna stavajiciho povoleni), povinni bezprodlené EFSA
informovat o nasledujicich informacich tykajicich se téchto
studii:

e nazev arozsah studie;

 |aboratore nebo testovaci zarizeni provadejici studii;

e zahadjeni a planované terminy dokonceni studie.



ol

o’ %

> Study creation >| Study notification > a

Business Laboratory/Business

operator/Laboratory c t:p erato{;. :
Creates and notifies o-notities STU les, I.e.

studies, i.e. the notifier the co-notifier user

user
Study co-
notification

30 days

The notification of studies process involves two main actors: the notifier (user who starts the process) and the co-notifier. The notifier can
be either a business operator or a laboratory and the co-notifier can be respectively either a laboratory or a business operator (depending on
who inserted the notification).

24



2003
2004
2005
2006
2007
2008
2009
2010
2011
2012
2013
2014
2015
2016
2017
2018
2019
2020
2021
2022
2023

VYVOJ POCTU ZADOSTI DLE KATEGORIi NF

Categories according to Regulation (EU) 2015/2283
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Pocet schvalenych Zadosti
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Vyvoj a uspésnost zadosti o NP

prevzato z vlastnich dat Ing.M.Urbankové, OPB, MZe CR

48
37
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1
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mmmm Nova potravina s Tradicni potravina

memm Uprava jiz schvalené nové potraviny == Celkem

7
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Schvalené Nové potraviny — kuriozita

Safety of apple fruit cell culture biomass as a novel food
pursuant to Regulation (EU) 2015/2283

doi: 10.2903/j.efsa.2023.8065

e The NF is a biomass of cultivated and homogenised cells of the Swiss apple variety
Uttwiler Spatlauber (Malus domestica Borkh.).

e The Uttwiler Spatlauber apple is an edible cultivar originated from Switzerland

The Panel concludes that the NF, an apple fruit cell culture
biomass, is safe under the proposed conditions of use.

e The NF is intended by the applicant to be used
exclusively in food supplements for adults at a

maximum daily intake of 0.15 mg.
*  PhytoCellTec™ Md Nu gains positive EFSA opinion as novel food

e Qur skin beauty ingredient PhytoCellTec™ Md Nu produced by an in-house developed callus cell culture
technology has gained EFSA safety approval as a novel food. This ingredient is now made available across
Europe for use in food supplements

27



Schvalené Nové potraviny — kuriozita

Biomasa z bunécnych kultur plodt jabloné — Union List

e Popis/definice: Nova potravina je biomasa z kultivovanych a
homogenizovanych bunék svycarské odridy jablek Uttwiler
Spatlauber (Malus domestica Borkh.). Vyrobni proces spociva
v tom, ze se za sterilnich podminek odeberou specifické Casti
jablka, které se poté umisti na pevné médium s cilem vyvolat
za sterilnich podminek tvorbu primarni kalusové tkané slozené
z dediferencovanych bunek. Kalusové bunky se poté kultivuji v
kapalném médiu a nasledné homogenizuiji, tepelné osetri a
VYSuSi



Lécivo v DS ? NL autorita a SUKL toleru;ji

Hodnoceni statutu NP/NF —MZe CR OBP (zahrani¢ni Zadost)
XxxxmXxx - Doplnék stravy s doxylaminem, bylinny sirup

Sirup je vyrobek, ktery dokaze stimulovat kvalitni nocni odpocinek,

v jeho zakladé je prirodni med, 7 ekologicky péstovanych bylin a velmi nizka davka
doxylaminu (3,26mg/ml). Tato kombinace pomdaha stimulovat pfipravenost ke
spanku.

ve sloZeni informacniho letdku: Oves (Avena sativa), mucenka (mucenka pletni),
sluncovka kalifornska (Eschscholtzia californica), chmel (Humulus lupulus), hloh
(Crataegus oxyacantha), jmeli (Viscum Album), kastan bily (Bachiv Iék), tragant,
med 17%, vanilka, alkohol 3%, kyselina citronovd, sorbat draselny, glycerin a
sirupus simplex

Strana 1126 Sbhirka zakonha ¢. BS 2008 Castka 25

VYHILASKA
ze dne 26. inora 2008
eni seznamu lé€ivych latek a pomocnvch latek,

které lze pouZit pro pfipravu 1&&ivych pEipravika



Zaveér: nepodcenovat pripravu pred
predlozenim zadosti — nutna teamova

spoluprace

e globdlné jsou EU predpisy pro NP/NF povazovany za brzdu
inovace, ale kdyz vidim jaké vychozi suroviny jsou vyvojari pro
potravinarské pouziti schopni navrhovat (v ramci tzv.cirkularni
ekonomiky a jak se napfr. padélaji silice i dalSi rostlinné izolaty)
tak zrejmé musi byt tak prisné

e Perlicka na konec:

- pri zkusmém pouziti Al prekladu ENG-CZ
terminu ,novel food” se vytvorilo spojeni

&%, romanove jidlo”



Shuji Vam 22 pozom0$“

Kontakt:

Dr Vaclav Bazata
+420 606 031 060

e-mail: vaclav.bazata@email.cz
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