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troduction

We want morell

Change in nutrition
- Suitable nutrition (delivery of nutrients)
- Optimal nutrition ( added value)

WHY??2?

-Intense increases the scientific developments in nutrition
- Well being
- Lifestyle related diseases
v, - New market potential




Brain health

Hearth health

Inside beauty

Digestive health

Weight
mangement

Bone & joint health

Immunity




Global Market for Functional Foods and Drinks
Market forecast to grow at CAGR of 6.3%
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Global Functional Food Market
Market forecast to grow at a CAGR of 5.7%

uUsD 31 5,648.5 million
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Really?

Brain Health?

® Gingko biloba extract

® Ginseng extract

® Vitamins folic acid, B12, B6
® Aromatic amino acids (L-tyrosine, L-tyrptophan, phenylalanine)
® Minerals (Iron, Zinc, Todine, Copper)

HEART HEALTH?

e Plant sterols and plant sterol esters
e Fiber (soluble /insoluble)

e Vitamins folic acid, E

e Polyphenols




Carotenoids
added into
foods really

act as?

provitamins A,
antioxidants,
anti-cancer activity,

protection against
cardiovascular diseases,

cataract prevention,

asthma and allergic
diseases

rotective effects on
ladder cancer




HEALTH AND NUTRITIONAL
CLAIMS ON FOODS

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

COMMISSION REGULATION (EU) No 432/2012
of 16 May 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




EFSA

EFSA is responsible for verifying the scientific substantiation of the
submitted claims, some of which are currently in use, some of which are
proposed by applicants - companies who want to submit claims for
authorisation in the EU. This information serves as a basis for the
European Commission and Member States, which will then decide whether
to authorise the claims.

EFSA's work includes providing scientific advice on:


https://www.efsa.europa.eu/en/topics/topic/general-function-health-claims-under-article-13
https://www.efsa.europa.eu/en/topics/topic/claims-disease-risk-reduction-and-child-development-or-health-under
https://www.efsa.europa.eu/en/efsajournal/pub/644
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Nutrition Claims

‘Mutrition claim® means any claim which states, suggests or implies that a food has paricular beneficial nutritional properties due to: (a) the energy (calorific value) it
§ ides: Introduction
(i) provides, Background

(ii) provides at a reduced orincreased rate; or

(iii) does not provide; andlor Health Claims

Hutrition Claims

(b) the nutrients or other substances it Nutrient Profiles
((i) contains: Eurqpean Union
((ii) contains in reduced or increased proportions; or Register
((iiiy does not contain; Seminar on
enforcement 9th
Mutrition claims are only permitied if they are listed in the Annex of Regulation (EC) Mo 1924/2006, lastly amended by Regulation (EC) Mo 116i2010 Updsted 10-02-2010 March 2010

Permitted nutrition claims as listed in the Annex of Regulation (EC) No 1924/2006

LOW EMERGY
Aclaimthat a foodis low in energy, and any claim likely to have the same meaning for the consumer, may only be made where the product does not contain more than 40 kcal (170 kJW100 g for solids or more than 20 kcal (80 kJW100 ml for liquids. For
table-top sweeteners the limit of 4 kcal (17 kJWportion, with equivalent sweetening properties to 6 g of sucrose (approximately 1teaspoon of sucrose), applies.

EMERGY-REDUCED
Aclaim that a food is energy-reduced, and any claim likely to have the same meaning for the consumer, may only be made where the energy value is reduced by at least 20 %, with an indication of the characteristic(s) which make(s) the food reduced in its
total energy value.

EMERGY-FREE
Aclaim that a food is energy-free, and any claim likely to have the same meaning for the consumer, may only be made where the product does not contain more than 4 kcal (17 kJW100 ml. For table-top sweeteners the limit of 0,4 kcal (1,7 kJ)portion, with
equivalent sweetening properties to 6 g of sucrose (approximately 1 teaspoon of sucrose), applies.

LOW FAT
Aclaimthat a food is low in fat, and any claim likely to have the same meaning for the consumer, may anly be made where the product contains no more than 3 g of fat per 100 g for solids or 1,5 g of fat per 100 ml for liquids (1,8 g of fat per 100 ml for
semi-skimmed milk).

FAT-FREE
Aclaim that a food is fat-free, and any claim likely to have the same meaning for the consumer, may only be made where the product contains no more than 0.5 g of fat per 100 g or 100 ml. However, claims expressed as ¥ % fai-free’ shall be prohibited.

LOW SATURATED FAT
Aclaimthat a food is low in saturated fat, and any claim likely to have the same meaning for the consumer, may only be made if the sum of saturated fatty acids and trans-fatty acids in the product does not exceed 1,5 g per 100 g for solids or 0,75 a/100 ml
for liquids and in either case the sum of saturated fatty acids and trans-fatty acids must not provide more than 10 % of energy.

SATURATED FAT-FREE
Aclaim that a food does not contain saturated fat, and any claim likely to have the same meaning for the consumer, may anly be made where the sum of saturated fat and trans-fatty acids does not exceed 0,1 g of saturated fat per 100 g or 100 ml.

LOW SUGARS
Aclaimthat a foodis low in sugars, and any claim likely to have the same meaning for the consumer, may only be made where the product contains no more than 5 g of sugars per 100 g for solids or 2,5 g of sugars per 100 ml for liquids.

SUGARS-FREE
Aclaim that a food is sugars-free, and any claim likely to have the same meaning for the consumer, may only be made where the product contains no more than 0,5 g of sugars per 100 g or 100 ml.

WITH MO ADDED SUGARS
Aclaim stating that sugars have not been added to a food, and any claim likely to have the same meaning for the consumer, may only be made where the product does not contain any added mono- or disaccharides or any other food used for its sweetening
properties. If sugars are naturally presentin the food, the following indication should also appear on the label: "COMTAINS NATURALLY OQCCURRIMNG SUGARS'.

LOW SODIUM/SALT
Aclaimthat a food is low in sodium/salt, and any claim likely to have the same meaning for the consumer, may only be made where the product contains no more than 0,12 g of sodium, or the equivalent value for salt, per 100 g or per 100 ml. For waters,
other than natural mineral waters falling within the scope of Directive 8077 7/EEC, this value should not exceed 2 mg of sodium per 100 ml.







EU register on nutrition and health claims

is for information only, showing:

The Commission updates the EU Register when required, namely upon adoption of
decisions on applications for claims or on changes to conditions of use and restricti
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health claims

Claim  Nutrient, substance, food |Claim Conditions of use of the claim Health relationship EFSA opinion reference [Commission regulation Status Entry Id
type or food category / Restrictions of use
/ Reasons for non-authorisation
WArt. 13(5) JLow-fat fermented milk withiConsumption of low-fat |Non-compliance with the Regulation 0-2015-00488 kstyle isUnderline="true" Non-authorised N/A
5 combination of fructo-  ffermented milk with a  jbecause on the basis of the scientific forecolor="#0000FF"
pligosaccharides (FOS)  fcombination og fructo-  evidence assessed, this claimed effect href="http.//eur-
and live Lactobacillus pigosaccharides (FPS) [for this food has not been ex_europa eulegal-
rhamnosus GG (ATCC and live Lactobacillmus jsubstantiated. content/EN/TXT/PDF/?uri=CELE
03103), Streptooccus rhamnosus GG (ATCC K 3201 7R1202&rom=EN"=Com
hermophilus (£57) and 5.3103), Streptococcusd mission Regulation (EU)
| actobacillus delbrueckii  fthermopilus (Z57) and 01711202 of 05/07/2017 </style=
subsp. bulgaricus (LB2).  JLactobacillus delbruekii
subsp. bulgaricus (LB2)
helps to reduce
recurrence of lip cold
sores caused by Herpes
Simplesx virus infection
:n helathy susceptible
ndividuals.
WArt. 1:3(5) MVheat polar lipid extract  [Contributes to improve [Mon-compliance with the Regulation 2-2011-01122 Commission Regulation (EU) No [Non-authorised MNFA
Skin hydration because on the basis of the scientific 1066/2013 of 30/10/2013 (expiry of
evidence assessed, <br /=this claimed fransitional period
effect for this food has not been PO/0S/2014)
substantiated
WArt. 13(5) JA combination of flaxseed |Contributes to maintain |Non-compliance with the Regulation 0-2012-00337 Commission Regulation (EU) No [Non-authorised MNSA,
il and vitamin E Skin permeability bamierjbecause on the basis of the scientific 1066/2013 of 30/10/2013 (expiry of
function evidence assessed, <br f=this claimed fransitional period
effect for this food has not been PO/052014)
substantiated
WArt. 1:3(5) Vitis winifera L. seeds Contributes to promote |Non-compliance with the Regulation 2-2012-00387 Commission Regulation (EU) No [Non-authorised MNFA
Eextract venous circulation in thgbecause on the basis of the scientific 155/2014 of 19/02/2014 (expiry of
jeqs ievidence assessed, this claimed effect fransitional period
for this food has not been M12/09/2014)
substantiated.




Examble of authorised health claim:
ESSENTIAL FATTY ACIDS

Conditions of use:



Example of authorised health claim:
IRON

l'i

Ca contributes to the proper functioning of digestive

&/ VAPNIK PRISPIEVA K enzymes

FOR— vRnACCH ng) %or&tributes to the proper lath conversion of

ZINOK PRISPIEVA K SPRAVNEJ

LATKOVE) PREMENE SACHARIDOY carbonydrates

ZELEZ0 prispiya K sPRAVNEMY, ~ Fe contributes to the proper functioning of the
' FUNGOVANIU IMUNITNEHO SYST Immune system

m'iéﬁ?ﬁ""“"“’ Mn contributes to the maintenance of healthy

WZENU bones
HORCIK PRISPIEVA KYZ . .
VYCERPANIA A ONAY Mg helps to reduce exhaustion and fatigue
Tron Iron contributes to the normal|The claim may be used only for food which is at least a source

of iron as referred to in the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed 1n
the Annex to Regulation (EC) No 1924/2006.

function of the immune system




Use of claims shall not

(a) be false, ambiguous or misleading;

(tc? give rise to doubt about the safety and/or the nutritional
adequacy of other foods;

(c) encourage or condone excess consumption of a food;

(d) state, suggest or imply that a balanced and varied diet cannot
provide appropriate quantities of nutrients in general.

(e) refer to changes in bodily functions which could give rise to or
exploit fear in the consumer, either textually or through pictorial
/graphic or symbolic representations.




HEALTH CLAIMS ARE PERMITTED IF
THE FOLLOWING INFORMATION
IS INCLUDED IN THE LABELLING, THE PRESENTATION
AND ADVERTISING

(a) a statement indicating the importance of a varied and balanced diet
and a healthy lifestyle;
(b) the quantity of the food and pattern of consumption required to
obtain the claimed beneficial effect;
(c) where appropriate, a statement addressed to persons who should
avoid using the food; and
(d) an appropriate warning for products that are likely to present a
health risk if consumed to excess.




Food supplements as foods and their
health safety

Article 2

Definition of ‘food’

For the purposes of this Regulation, Tood” (or foodsudl’) means
any subsiance or product, whether processed, partially
processed or unprocessed, intended to be, or reasonably
expected to be ingested by humans.

TFood includes drink, chewing gum and any substance,
including water, intentionally incorporated into the food
during its manufacture, preparation or teatment, 1t includes
water after the point of compliance as defined in Article 6 of
Directive 98{83/EC and without prejudice to the requirements
of Directives 80/778/EEC and 98{83/EC.
EC 178/2002

() “food supplements’ means feodstulls the purpose of which
is 1o supplement the normal dier and which are concen-
trated sources of nutrients or other substances with a nutri-
tional or physiological effect, alone or in combination,
marketed in dose form, namely forms such as capsules,
pastilles, ablets, pills and other similar forms, sachets of
powder, ampoules of liquids, drop dispensing houtles, and
other similar forms of liquids and powders designed to be
taken in measured small unit quantitics;

EC 2002/46




Legislative
framework

of the EU

By the EU General Food Law, food supplements are considered as foodstuffs.
Responsibility for the safety of these products lies with the food business operator
placing the product on the market.

The reference EU legislation is , Which establishes
harmonised lists of the vitamins and minerals substances used in the manufacture
of food supplements and the labelling requirements for these products. EFSA
provides scientific opinions to support the evaluations carried out by the
European Commission.

The use of substances other than vitamins or minerals in the manufacture of food
supplements may be governed by national rules or may be subject to other
specific EU legislation:

substances without a history of safe use in the EU before 1997, are assessed
under _on novel food,

sources of vitamins, minerals and additional substances proposed for use in the
manufacture of food supplements that may also be assessed under

on fortification of foods or on
foods for specific groups;

substances added to food supplements to perform certain technological functions,
for example to colour, to sweeten or to preserve, that are assessed as food
additives under . Food supplements may contain
additives (e.g. sweeteners, colours, coating agents). In the EU, only food additives
that are specifically in this food category according to
Regulation (EC) No 1333/2008 can be added to food supplements.



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002L0046
https://www.efsa.europa.eu/en/topics/topic/novel-food
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32006R1925
https://ec.europa.eu/food/safety/labelling_nutrition/special_groups_food_en
https://www.efsa.europa.eu/en/topics/topic/food-additives
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1333
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1333

Market size and share of the food
supplement segment of the EU

Vitamins & Minerals Qther Substances

50%

Tonics
7%




Vitamins and minerals which may be declared and
their nutrient reference values

Vitamin A (pg) 300 Chloride {mg] 800
Witamin D (pg) 3 Calcium (mg) 800
Vitamin E {mg) 12 Phosphorus (mg) 700
Witamin K {pg) 75 Magnesium (mg) 375
Vieamin C (mg) 80 Iron (mg} 14
Thiamin {mg) 1.1 Zinc (mg) 10
Riboflavin {mg) 1.4 Copper (mg) 1
MNiacin {mg) 16 Manganese (mg) 2
Vitamin Bé (mg) 1.4 Fluonde (mg) 35
Felic acid (pg) 200 Selenium(pg) 55
Vieamin B12 {ug) 15 Chromium (pg) 40
Biotin {pg) 50 Molybdenum (pg) 50
Pantothenic acid (mg) 6 lodine (ug) 150
Potassium {mg) 2000




Vitamin and mineral substances which may be
used in the manufacture of food supplements

Directive 2002/46/EC of the European
Parliament and of the Council of

10 June 2002 on the approximation of
the laws of the Member States relating
to food supplements

ANNEY I

Vitamins and mimerals which may be nsed i the manofactore of food
supplements




O) Food and Agriculture Organization
/ of the United Nations

GUIDELINES FOR VITAMIN AND MINERAL FOOD SUPPLEMENTS
CAC/GL 35 - 2005

* The minimum level of each vitamin and/or mineral contained in a vitamin and mineral food
supplement per daily portion of consumption as suggested by the manufacturer should be 15% of
the recommended daily intake.

«  Maximum amounts of vitamins and minerals in vitamin and mineral food supplements per daily
portion of consumption as recommended by the manufacturer shall be set, taking the following
criteria into account:

* (a) upper safe levels of vitamins and minerals established by scientific risk assessment based on
generally accepted scientific data, taking into consideration, as appropriate, the varying degrees of
sensitivity of different consumer groups;

* (b) the daily intake of vitamins and minerals from other dietary sources.



Monitoring of food supplement products

EU  countries may
request notification of
the placing on the
market in their
territory of a food
supplement product.

Nutrition, Hygiene, Food Safety and

C 1- 1. 1. . 1. Cosmetic Products Safety %ﬂhf_zrz{ai{ ZS Lfl;zﬂ; 4476
0O Pe en au ho Pl y Department s -
m SLOVAK Public Health Authority of the E-mail: marek slavik@uvzsr.sk

fO r' S I OVG k | C( |S REPUBLIC Slovak R,epubhc Mrs Edita Horvathova
Trnavska cesta 52 E-mail: edita.horvathova@ K
876 45 Bratislava -mail: edita.horvathova@uvzsr.s

Slovakia
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