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Food- Regulatory
framework in EU

Food Information for Consumers Regulation (EU) 2011/1169

Nutrition and health claims
Regulation (EC) 1924/2006

Novel foods
Regulation (EU) 2015/2283

Existing forms from new
sources and new processing
techniques

↓↓↓

Genetically modified foods and feeds Regulation (EC) No 1829/2003
Ordinary foods and
food ingredients
Regulation (EC)
178/2002

Organic foods
Regulation (EC)
834/2007

Food supplements
Directive
2002/46/EC

Foods for Special
Groups
Regulation (EU)
609/2013

Delegated Regulations
(EU) 2016/127 (applied
from 2020);
(EU) 2016/128;
(EU) 2017/1798
(applied from 2022)

Fortified foods
Regulation  (EC)
1925/2006

Food improvement agents
Regulations
Enzymes (EC) 1332/2008
Food additives (EC) 1333/2008
Aromas (EC) 1334/2008

Main regulatory framework for foods and
ingredients in EU



Regulatory positioning for a
new food or food ingredient

⋅ Purpose of use?
• A new food (e.g. new species to be used as such)
• A new food ingredient (e.g. isolated part of a plant or

a chemical) to be used in food/food supplement
• A new source of a mineral or a vitamin
• Functional food ingredient with health effect
• Food additive, enzyme, flavouring

⋅ Regulatory route identification; e.g.
• Traditional or a novel food
• Food category; applicable regulations
• Food additive, food enzyme, flavouring
• Claims

Applicable registration process(es)



If a result is a novel food with no
authorised health claim?

Novel food dossier

Safety demonstration Efficacy demonstration

Health claim dossier

Health claim authorisationNovel food authorisation

HEALTH CLAIM
authorisation to marketing message

SAFETY EFFICACY

MARKETING TO CONSUMERS MARKETING MESSAGE – CLAIM
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Novel foods
Article 1(2) of Regulation  (EU) 2283/2015:

The target of novel food regulations is to ensure the effective functioning of the

internal market while providing a high level of protection of human health and

consumers’ interests



Regulations
on novel

foods
in the EU

〉 Regulation (EU) 2015/2283 on novel foods

〉 Commission Implementing Regulation (EU) 2017/2470 establishing the Union

list of novel foods

〉 Commission Implementing Regulation (EU) 2018/1023 correcting Implemen-

ting Regulation (EU) 2017/2470 establishing the Union list of novel foods

〉 Commission Implementing Regulation (EU) 2017/2468 laying down

administrative and scientific requirements concerning traditional foods

from third countries

〉 Commission Implementing Regulation (EU) 2017/2469 laying down

administrative and scientific requirements for novel food applications

〉 Commission Implementing Regulation (EU) 2018/456 on the procedural steps

of the consultation process for determination of novel food status



Novel food regulation (EU) 2015/2283:
Key definitions:

⋅ ‘Novel food’ means any food that was not used for human consumption to a significant

degree within the Union before 15 May 1997, irrespective of the dates of accession of

Member States to theUnion

⋅ ‘Traditional food from a third country’ is a novel food derived from primary production

(plants/animals/micro-organisms etc., processed/unprocessed) with a history of safe use in a

third country.

⋅ ‘History of safe food use in a third country’ means that the safety of the food in question has been confirmed

with compositional data andfrom experienceof continued use for at least 25 years in the customary diet of a

significantnumber of peoplein at least one third country.”



1) food with anew or intentionally modified molecular structure

2) food consisting of, isolated from or produced from microorganisms, fungi or algae;
e.g. Algal oil from the microalgae Ulkenia sp.

3) food consisting of, isolated from or producedfrom material of mineral origin

4) food consisting of, isolated from or produced from plants or their parts, e.g. chia seeds

5) food consisting of, isolated from or produced from animals or their parts; e.g.
Antarctic Krill oil rich in phospholipids from Euphausia superba

6) food consisting of, isolated from or produced from cell culture or tissue culture derived
from animals, plants, micro-organisms, fungi or algae; e.g. Ajuga reptans extract
from cell cultures

10 categories defined in Novel food regulation (1)



7) food resulting from aproduction processnot used for food production within the
Union before 15  May 1997,which gives rise to significant changes in the
composition or structure of a food, affecting its nutritional value, metabolism or
level of undesirable substances; e.g. UV treated foods (yeast)

8) food consisting of engineered nanomaterials as defined in the regulation

9) vitamins, minerals and other substances; when a production process not used for food
production within theUnion before 15May 1997 orthey contain or consistof
engineered  nanomaterials; e.g. new source of vitamin K  - menaquinone

10) food used exclusively in food supplements within the Union before 15 May 1997,
where it is  intended to be used in foods other than food supplements; e.g.
astaxanthin

10 categories defined in Novel  food regulation (2)



Regulation (EU) 2017/2470
Union list of authorised novel foods



Regulation (EU) 2017/2470
Union list of authorised novel foods



Novel food registration
procedure:

1) Submission to
Commission

2) EFSA evaluation
3) Commission handling

and authorisation



Novel food application
What is required?



DATA REQUIRED IN NOVEL FOOD
APPLICATION

Characterisation
of novel food

Production
process

Compositional
data

Specifications

Proposed uses
and use levels

and anticipated
intake

History of use
of novel food
and its source

ADME Nutritional
information

Toxicological
information

Allergenicity

Administrative
data



1) Novel food characterisation

• Detailed information on source species and the end product

2) Production process
• A detailed description of production process + flowchart

3) Compositional data

• Analytical data on nutrients + contaminants and impurities

4) Specification

• Key parametres specific to the product

5) Proposed uses and use levels and anticipated intake
• Food categories, level of addition, calculations on intake

Minimum requirements



6) History of use of novel food and/or its source

• Use in the EU and other countries

7) Absorption, distribution, metabolism and excretion (ADME)

• Absorption is the key point for all further tests

• Literature, in vitro, in vivostudies

8) Nutritional information

• To demonstrate that novel food is not nutritionally disadvantageous for consumers at the
proposed conditions of use

• Refers to the role of novel food in the diet in terms of its contribution to or interaction with
nutrient intakes.

• Content and effect of anti-nutritional factors and suspected interactions with nutrients

• In vitro tests, possibly animal and human studies, depending on novel food

Additional requirements (1)



9) Toxicological information

• Toxicological tests in accordance with international guidelines (e.g. OECD) and
according to the principles of Good Laboratory Practices  (GLP)

• Basic requirements:
o in vitro tests of genotoxicity
 a bacterial reverse mutation test (OECD TG 471) i.e. Ames test
 an in vitro mammalian cell micronucleus test (OECD TG 487)

o Subchronic toxicity test to allow the identification of a BMDL (or a NOAEL)
 An extended 90-day subchronic feeding study (OECD TG 408 with extended parameters from the

OECD 407: Repeated dose 28-day oral toxicity study in rodents)

• Other tests to be considered case by case
o Reproductive and developmental toxicity studies

o Chronic toxicity and carcinogenicity studies

Additional requirements (2)



10) Allergenicity

• Analytical data on composition -> protein

• If  the novel food contains any protein ->  literature review  on its source (including taxonomic
relationships), the production process, and available experimental and human data, including
information on cross-reactivity

• Further analytics and tests, including human tests

Human studies needed?

 Not mandatory but often necessary

 Clinical studies with safety parametres+ monitoring of adverse effects

Additional requirements (3)



Data protection as part of novel food
application

• A  novel food approval can be protected for five years if data protection
has been granted in a novel food authorization:

a company has an exclusive marketing rights for novel food;  toxicological or
clinical studies cannot be utilized by other applicants

• Data protection is possible when
Newly developed scientific evidence have not been published
Newly developed scientific evidence is proprietary data of the applicant and the

applicant has exclusive right of reference
Newly developed scientific evidence is essential data for safety assessment, i.e.

the novel food could not have been authorised without that data



How much novel food authorisation
costs and how long it takes?

⋅ Rough cost estimate: 200 000 – 1 000 000 euros

• Very much case-dependent; nature of novel food ingredient affects

• Analytics: 5 000 - 10 000 euros

• Toxicological tests: min. 120 000 euros

• Other tests/studies: Clinical study min. 100 000 euros + potential others (in vitro, in vivo)

• Compiling the application by Medfiles 40 000 – 50 000 €

• Response to further EFSA questions by Medfiles 5 000 – 10 000 €

⋅ Time estimate:

• Before novel food application submission: 2-4 years

• Novel food application procedure 1,5-2 years



Regulatory &

Clinical Plan

Gap Analysis

Re-evaluation
of the

Regulatory&
Clinical Plan

Clinical Trial
Analyses

Dossier
submission

to
Commission

Support from a plan to a successful
submission and authorisation

In vitro/ín
vivo tests

Preclinical
trials

Clinical
Trial

Analyses
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Health claims
A health claim is any statement about a relationship between food and health. The Commission

authorises different health claims provided they are based on scientific evidence and can be
easily understood by consumers.

Any claim referring to preventing, treating or curing a human disease, or referring to such
properties are prohibited.



Regulations
on nutrition
and health

claims
in the EU

〉 Regulation (EC) No 1924/2006 on nutrition and health claims

〉 Commission Regulation (EU) No 432/2012 establishing a list of

permitted health claims made on foods, other than those

referring to the reduction of disease risk and to children’s

development and health:

〉 Individual decisions on applied health claims



Regulation (EC) No
1924/2006
on nutrition and
health claims

Applies to all commercial
communication including
- product labels
- trade marks
- advertising
- symbols
- graphics

• Based on composition
• Conditions of use defined for energy, energy nutrients,

nutrients, sugar, dietary fibre, salt and omega-3 fatty
acids

• e.g. Source of vitamin D; High vitamin D

Nutrition claims

•Claims relating to functions of the body
⋅E.g. “Daily creatine consumption can enhance the
effect of resistance training on muscle strength in adults
over the age of 55”.
• Claims relating to the growth and development
• Claims referring to psychological and behavioural
functions
• Claims on slimming or weight-control

Health claims
article 13.1
(13.2)/13.5

• Article 14.1(a) Risk reduction claims;
⋅e.g. "Plant stanol esters have been shown to reduce

blood cholesterol. Blood cholesterol is a risk factor in
the development of coronary heart disease"

• Article 14.1(b) Claims referring to children's
development
⋅e.g. "Vitamin D is needed for the normal growth and

development of bone in children"

Health claims
article 14.1



Several authorised health claims to vitamins
and minerals under Article 13.1 in EU
register of nutrient and health claims



Article 13.5 health claims in EU register
of nutrient and health claims



Article 14 health claims in EU register of
nutrient and health claims



Article 13 and 14
health claim
application process
in the EU



Health claim application
What is required?

+ guidance on different health areas (e.g. nervous system, physical performance,
bone, joints, skin, oral health, weight management, immune system, antioxidants)



Main issues
addressed by
EFSA NDA
Panel for
health claim
evaluation

〉 In assessing each specific food/health relationship which forms the

basis of a health claim the NDA Panel considers the following key

questions:

(i) the food/constituent is defined and characterised

(ii) the claimed effect is based on the essentiality of a nutrient;

OR

the claimed effect is defined and is a beneficial physiological effect for the

target population (i.e. for function claims, the beneficial physiological

effect relates to the maintenance, reduced loss or improvement of a

body function), and can be measured in vivo in humans;

(iii)  a cause and effect relationship is established between the

consumption of the food/constituent and the claimed effect (for the target

group under the proposed conditions of use)



EFSA health
claim evaluation
and outcome

〉 In assessing each specific food/health relationship which forms the
basis of a claim, the NDA Panel makes a scientific judgement on
the extent to which a cause and effect is established considering

〉 the strength, consistency, specificity, dose–response, biological
plausibility of the relationship and by weighing the totality of
the evidence.

EFSA NDA Panel opinion

〉 i. A cause and effect relationship has been established between the
consumption of the food/constituent and the claimed effect.

〉 ii. The evidence provided is insufficient to establish a cause and effect
relationship between the consumption of the food/constituent and the claimed
effect.

〉 iii. A cause and effect relationship has not been established between the
consumption of the food/constituent and the claimed effect.



Key scientific
aspects to
consider for
preparing a
health claim
application
(EFSA NDA Panel,
2016; Figure 2)



Key scientific
aspects to
consider for
preparing a
health claim
application
(EFSA NDA Panel,
2016, Figure 2)



Clinical studies
to support
a new health
claim
application (1)

〉 Well-designed and conducted randomised controlled trials
are at the top of the hierarchy which informs decisions on
substantiation

〉 intervention or observational trials
〉 published or unpublished
〉 with low risk of bias
〉 statistically and clinically significant results!

investigating the effect of
〉 a food/constituent which complies with the specifications

of the food/constituent for which the claim is proposed
〉 on appropriate outcome variables for the claimed effect,
〉 in a suitable study group, and
〉 under the conditions of use proposed for the claim

〉 Quality of clinical studies is a key issue
〉 Low-quality studies have no value in health claim

assessment



Clinical studies
to support
a new health
claim
application (2)

〉 There is no pre-established rule as to how many or which
types of studies are needed for health claim substantiation:

According to EFSA guidance on health claim applications ,the
applied health effect needs to be documented and repeated:

“The reproducibility of the effect of the food/
constituent, as indicated by the consistency of the
findings (within and across studies), and the biological
plausibility of the effect also need to be considered”

at least two high-quality clinical studies
needed if no previous literature available



Well-designed
plan of a new
clinical study to
support
a new health
claim is a key
point to achieve
a health claim!

〉 Randomisation, controlling and blinding, monitoring background diet and habits
〉 low risk of bias important

〉 Suitable study group (part of general healthy population)
〉 With no/mild disease / medication

〉 The intervention product complies with the food specification in the application

〉 Study design in accordance under the conditions of use proposed (e.g. within a meal,
once/twice a day, before physical activity, in free-living subjects) for the claim

〉 Appropriate outcome variables (primary and secondary) to substantiate the applied
claim

〉 Power calculations -> correct sample size

〉 Appropriate valid outcome measurement methods and appropriate study durations

〉 Appropriate pre-planned statistical methods (e.g. difference between the groups or
an absolute number) and intention-to-treat analysis; post-study secondary analyses
are not recommended; how to handle protocol deviations

〉 Detailed reporting



Data
protection

Article 21 of
Regulation
(EC)
1924/2006 on
claims

〉 Proprietary data of applicant -> data protection

〉 Possible for unpublished studies –> 5 yrs protection
for unpublished, proprietary, essential data with
exclusive right by applicant



How much health claim authorisation
costs and how long it takes?

⋅ Rough cost estimate for a new ingredient: 100 000 – 700 000 euros
• Very much claim (effect) dependent

• Analytical costs (2 000 – 5 000 euros)

• Minimum 2 clinical studies (á 20 000 – 300 000 €)

• Compiling the application by Medfiles 40 000 – 50 000 €

• Response to further EFSA questions by Medfiles 5 000 – 10 000 €

⋅ Time estimate:
• Prior to health claim application submission: 2-3 years

• Health claim application procedure: approximately 1 year



Regulatory &

Clinical Plan

Gap Analysis

Clinical trial
protocols

Re-evaluation
of the

Regulatory&
Clinical Plan

Clinical Trial
Analyses

Dossier
submission

to EFSA

Support from a plan to a successful
submission

In vitro tests

Preclinical trials

Clinical
Trial

Analyses

A well done plan guarantees the best outcome!



THANK YOU!
Securing a healthier tomorrow

Follow us in:

www.medfiles.eu



Contact persons-Non-drugs

Pia Karjalainen (> 10 years of experience
food&feed regulatory, health claims,
labelling)

Senior Regulatory Affairs Expert, M.Sc.
pia.karjalainen@medfiles.eu
tel +358 40 643 1957

Mari Lyyra (> 20 years of experience
food regulatory, novel foods, labelling)

Regulatory Affairs Manager, M.Sc.
mari.lyyra@medfiles.eu
tel. +358 20 7446 849

In addition: several pharmacists,  chemists, toxicologist, medical experts available

Non-drugs team:  8 persons
Clinical team (food &pharma):  23  persons

Food and Nutrition

www.medfiles.eu


