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The clear aims of the European legislation on Nutrition
and Health Claims are to:
Achieve a high degree of consumer protection.
Ensure confidence in claims on foods by requiring that all
health claims are scientifically substantiated.
Improve free movement of goods and ensure fair
competition
Promote and protect innovation.
Regulation (EC) No 1924/2006, Regulation (EC) No 353/2008

MAJOR IMPACTS ON:
Existing and new product claims and
formulations/recipes
All commercial communications, e.g. labelling,
advertising, websites, point-of-sale literature,
healthcare professionals
Marketing and R & D strategies
Academic research
Codex & international regulatory
developments/USA/ASEAN/China/India/Japan/Latin
America
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Article 2 (5)
“Health claim” means any claim that states,
suggests or implies that a relationship exists
between a food category, a food or one of its
constituents and health.
Article 2 (6)
“Reduction of disease risk claim” means any health
claim that states, suggests or implies that the
consumption of a food category, a food or one of its
constituents significantly reduces a risk factor for
the development of a human disease.

Article 13: Health claims other than those
referring to the reduction of disease risk and to
children’s development and health

Role of nutrient or other substance in growth,
development and the functions of the body
Psychological and behavioural functions
Slimming, weight control, reduction in sense
of hunger, increase in satiety or reduction of
available energy

Scientific substantiation for health claims
EU Regulations 1924/2006 and 353/2008

Health claims shall be based on and substantiated by
generally accepted scientific evidence.

The substantiation shall take into account the totality of the
available data and the weighing of the evidence.
Each application shall cover only one relationship between a
nutrient or other substance, or food or category of food and
a single claimed effect.

What is the totality of the available scientific data?

Human intervention/efficacy studies, randomised
controlled trials (RCTs) including use of validated
biomarkers
Human observational/epidemiological studies
National/international expert consensus reports,
including authoritative statements
Animal and in vitro studies (supportive evidence of
mechanism
Traditional knowledge and history of use?

EFSA Revision 2 scientific & technical guidance for the
preparation and presentation of a health claim application
EFSA J. 2017; 15(1): 4680
• PART 1: Administrative and technical data
• PART 2: Characterisation of the food/constituent
• PART 3: Characterisation of the claimed effect
• PART 4: Identification of pertinent scientific data
• PART 5: Overall summary of pertinent scientific data
• PART 6: Annexes to the application
Appendices:
A. Application form (mandatory)
B. Summary of the application
C. Information to be presented in a full study report for
unpublished studies or for proprietary studies

EFSA Guidance Documents 2011 to 2018
Scientific requirements for health claims
Immune system, the gastrointestinal tract and defence
against pathogenic micro-organisms
Antioxidants, oxidative damage and cardiovascular
health
Appetite ratings, weight management and blood
glucose concentrations
Bone, joint, skin and oral health
Nervous system, including psychological function
Physical performance

EFSA NDA Panel assessments
Consider the extent to which:
The food/constituent is defined and characterised

The claimed effect is defined and has a beneficial
nutritional or physiological effect (‘beneficial to human
health’)
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)
The quantity of food/pattern of consumption required to
obtain the claimed effect can reasonably be consumed
within a balanced diet
Reference: Technical Report of EFSA: EFSA Journal (2009) 7 (11): 1386

EU Register of authorised nutrition and health
claims at: http://ec.europa.eu/nuhclaims
Permitted claims are:
Based on and substantiated by generally
accepted scientific evidence (EFSA/European
Commission)
Permitted only if the average consumer can be
expected to understand the beneficial effects as
expressed in the claim
Regulation (EC) No 1924/2006

Cardiovascular health
EFSA J 2011; 9(12): 2474; EFSA J 2018; 16(1): 5136

Beneficial physiological effects include:
Maintenance of normal or reduction of LDL cholesterol concentration
Maintenance of normal HDL cholesterol concentration as long as
LDL cholesterol concentration is not increased
Maintenance of normal arterial blood pressure
An improvement in specific endothelial functions (e.g. endothelialdependent vasodilation) during sustained exposure to the
food/constituent
Maintenance of the elastic properties of the arteries
Decreasing platelet aggregation in subjects with platelet activation
during sustained exposure to the food/constituent
Maintenance of normal venous blood flow
Maintenance of normal homocysteine metabolism

Heart-related examples of well-established nutrient
function claims authorised under Article 13 of the
Nutrition and Health Claims Regulation 432/2012/EU
Vitamin C

Vitamin E
Selenium

Contribute to the protection of cell constituents
from oxidative damage

Zinc
Thiamin (vitamin B1)

Contributes to the normal function of the heart

Folate

Contributes to normal homocysteine metabolism

Magnesium

Contributes to muscle function including heart
muscle

Potassium

Helps maintain normal blood pressure

Examples of applications for health claims for
cardiovascular benefits given favourable EFSA
opinions include:
 Plant sterols and plant stanol esters and
low/reduced blood cholesterol

 Danacol® low fat dairy product and low/reduced
blood cholesterol
 Cocoa flavanols and maintenance of normal
endothelial-dependent vasodilation

YES: EFSA scientific opinion on Article 14
health claim related to oat beta-glucan and
lowering blood cholesterol and reduced risk of
heart disease
Application from CreaNutrition AG, Switzerland
Oat beta-glucan is sufficiently characterised.
Lowering blood LDL cholesterol concentrations is a
beneficial physiological effect by decreasing risk of CHD.
Foods should provide at least 3 g of oat beta-glucan per
day.
The target population is adults who want to lower their blood
cholesterol concentration.
Substantiation based on 3 meta-analyses with 12, 25 and
18 studies.
EFSA Journal (2010) 8 (12), 1885

YES: EFSA scientific opinion on Article 13.5
health claims related to water-soluble tomato
concentrate (WSTC) and platelet aggregation
Application from PROVEXIS NATURAL PRODUCTS LTD
on Fruitflow®
WSTC is lycopene free, fat free, low sugar; 37 constituents
identified to show inhibition of platelet aggregation. WSTC
is sufficiently characterised.
Maintenance of normal platelet aggregation is beneficial to
health.
Achievement of claimed effect, 3 g WSTC I or 150 mg
WSTC II in up to 250 ml of fruit juices, flavoured water or
yogurt drinks
Substantiation based on 3 published studies (all RCTs) and
5 unpublished human studies (including 3 RCTs).
EFSA Journal (2009) 1101, 1–15

Provexis Natural Products Ltd —Fruitflow®
Article 13.5 health claim: on the beneficial effect
of water-soluble tomato concentrate (WSTC)
Applicant’s proposed wording
“Helps to maintain a healthy blood flow and benefits
circulation”.
EFSA comments (EFSA Journal (2009)1101, 1–15
The following wording reflects the scientific evidence: “Helps
maintain normal platelet aggregation”. “Blood flow” and
“healthy circulation” do not reflect the scientific evidence.
European Commission Decision, 17th December 09
WSTC helps maintain normal platelet aggregation, which
contributes to healthy blood flow.

Opportunities for product innovation
Functional benefit

Nutrient

Protection of cell constituents
from oxidative damage

Vitamin C, vitamin E, copper, manganese,
selenium and zinc

Contribution to a normal
function of the immune
system
Contribution to the
maintenance of normal bones
and teeth
Contribution to normal
energy-yielding metabolism

Vitamin A (including beta-carotene), vitamin
D, vitamin B6, vitamin B12, vitamin C, folic
acid (folate), iron, copper, selenium & zinc
Calcium, vitamin D and phosphorus

Contribution to the reduction
of tiredness and fatigue
Contribution to the normal
function of the nervous
system; contribution to
normal psychological functions

Thiamin, riboflavin, niacin, vitamin B12,
biotin, pantothenic acid, vitamin C, copper,
iron and magnesium
Niacin, vitamin B6, vitamin B12, pantothenic
acid, vitamin C and magnesium
Biotin, vitamin B6, vitamin C, niacin, vitamin
B12, iron and calcium

Challenges to researchers
Identification and validation of relevant biomarkers that can
detect early signs of homeostatic disturbance and/or predict
potential benefits relating to maintenance or improvement of a
function and those associated with reduced risk of disease
The strengths and limitations of different sources of evidence
(e.g. randomised controlled trials/human intervention studies,
epidemiological prospective cohort studies, in vitro & animal
studies, history of use)
Methodologies for the assessment of the totality of the available
data and the development of a scientific framework for weighing
the strength, consistency and biological plausibility of the
evidence
Consumer understanding research to link the totality of the
available data and weight of evidence to claims that are truthful
and meaningful to consumers
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