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Qué hacer para vender mas?

+Comunicacion
(contra
escepticismo)

+Observacion de
los mercados
mas avanzados

+Enfoque en el
claim

+Adaptacion a lo
que quiere el
consumidor




PERO la regulacion se convierte en el punto clave de
los nuevos lanzamientos

Regulacion

Objetivos




Does claims failure / success have an effect on sales performance?
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y la regulacion modifica los lanzamientos
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Evolucion de las declaraciones de salud en
los 3 ultimos anos
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La regulacion alimentaria cada vez se
parece mas a la farmacéutica

181.2007 Dio Oficlde b ricn Europe
Quality guide for food supplements
Guidance for the manufacture of safe and consistent supplements
across the EU
CORRECCION DE ERRORES
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Objetivos del Reglamento

PARA EL CONSUMIDOR: PARA LA INDUSTRIA:

Informacion veraz: Todo lo Orientar/Potenciar la
declarado avalado

o inversion en |+D+i.
cientificamente.

Proteccion frente a la

Informacion completa: .
competencia desleal

Permita elegir con libertad.

Oportunidad de mejorar el
Comprensible para el perfil nutricional de sus

consumidor medio. productos.

Informacion clara:




Diferencias

Declaracion Declaracion de
Nutricional: “Lo que Propiedades

contiene el Saludables: “Lo que
alimento” hace el alimento”




No olvidar los claims nutricionales!

HEALTH AND CONSUMERS

European
Commission

General Food Animal Labelling &
Law Nutrition Nutrition

Novel Chemical Biological Official Food Food improvement

Biotechnology Food Safety Safety controls waste agents

Europan Union Register of nutrition and health claims made on food - Nutrition claims 1

. Topics - J J J
Introduction

In accordance with Article 8(1) of Regulation (EC) No 1924/2006, nutrition daims are only  Nutrition claims
permitted if they are listed in the Annex of that Regulation and are in conformity with the  Health Claims ‘ Resources .
conditions set out in that Annex. Speeches

Press Releases

Health & Consumer
NUTRITION CLATMS AND CONDITIONS APPLYING TO THEM AS LISTED IN THE ANNEX OF REGULATION (EC) N Voice Newsletter
°1924 !ZQQE Committees

Links
LOW ENERGY ENERGY-REDUCED ENERGY-FREE LOW FAT FAT-FREE L
LOW SATURATED FAT SATURATED FAT-FREE LOW SUGARS SUGARS-FREE WITH NO ADDED SUGARS ‘ International .
LOW SODIUM/SALT VERY LOW SODIUM/SALT SODIUM-FREE or SALT- SOURCE OF FIBRE HIGH FIBRE Aftairs

FREE Organisations
ISOURCE OF PROTEIN HIGH PROTEIN HIGH PROTEIN SOURCE OF [NAME OF HIGH [NAME OF Codex
VITAMIN/S] AND/OR VITAMIN/S] AND/OR
[NAME OF MINERAL/S] [NAME OF MINERAL/S] OIE

ICONTAINS [NAME OF THE INCREASED [NAME OF THE REDUCED [NAME OF THE LIGHT/LITE NATURALLY/NATURAL WTO
INUTRIENT OR OTHER NUTRIENT] NUTRIENT] oo
SUBSTANCE) Import Conc?mons
[ISOURCE OF OMEGA-3 HIGH OMEGA-3 FATTY HIGH MONOUNSATURATED HIGH POLYUNSATURATED HIGH UNSATURATED FAT Pets and Animal
FATTY ACIDS ACIDS FAT FAT Welfare
INO ADDED SODIUM/SALT Enlargement

Agreements
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En algunos segmentos es mejor un claim
nutricional (fibra vs regularidad)
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Evolucion de los lanzamientos con el claim
19 144
fibra” en Europa
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Articulo 2
Definiciones

5) Se entendera por
«declaracion de
propiedades saludables»
cualquier declaracion que
afirme, sugiera o dé a

entender que existe una
relacion entre una
categoria de alimentos,
un alimento o uno de sus
constituyentes, vy la salud.

6) Se entendera por
«declaracion de reduccion del
riesgo de enfermedad»
cualquier declaracion de
propiedades saludables que
afirme, sugiera o dé a
entender que el consumo de
una categoria de alimentos, un
alimento o uno de sus
constituyentes reduce
significativamente un factor de
riesgo de aparicion de una
enfermedad humana.




Las declaraciones de salud en el Reglamento

Health Claims

Genéricos Nueva ciencia
(13.1) (13.5)

Reduccion riesgo
(14)




Condiciones de las declaraciones

Demostrado el efecto nutricional o
fisiologico benéfico mediante
pruebas cientificas generalmente
aceptadas

Presente o ausente nutriente en
cantidad significativa
Forma asimilable por el organismo
Cantidad que debe

razonablemente esperar que se
consuma

Condiciones especificas de cada
declaracion

El consumidor medio debe
comprender los efectos
beneficiosos tal como se

expresan en la declaracion

No debe dar a entender
gue una dieta equilibrada
y variada no puede
proporcionar cantidades
adecuadas de nutrientes
en general




Tipos de declaraciones

Declaraciones incluidas en
Articulo 13.5y 14

Declaraciones incluidas en el 1. Basadas en nuevas
Articulo13.1 evidencias cientificas de
efectos beneficiosos sobre

Basadas en evidencias = _
el mantenimiento funciones

cientificas generalmente
aceptadas sobre un efecto
beneficiosos de los alimentos o
componentes de los alimentos 2. Reduccion de un factor
sobre las funciones fisiolégicas de riesgo de enfermedad.

fisiolégicas con/sin
derechos propiedad.

3. Salud y desarrollo de
ninos




Qué no se puede declarar nunca?

1. Declaraciones que incumplan principios y condiciones
generales (Art. 3y 5).

2. Declaraciones expresamente prohibidas (Art. 12). Las
referidas a:

a) Que la salud puede verse afectada si no se consume el
alimento en cuestion.

b) Al ritmo o magnitud de la pérdida de peso.

c) Declaraciones de propiedades saludables genéricas sin la
correspondiente especifica (Art.10.3).

3. Declaraciones de prevencion, tratamiento o curacion de
enfermedades humanas ( Lo prohibe la Norma de Etiquetado
General) .




Condiciones especificas para
Declaraciones Comparativas (Articulo 9)

Se indicara la
diferencia en la
cantidad del nutriente
y/o valor energético

La comparacion se
hace entre alimentos
de la misma categoria

No pueden hacerse
declaraciones
comparativas sobre
vitaminas y minerales

La comparacion hace
referencia a la misma
cantidad de alimento




Considerando 9 del Reglamento
1924/2006: Flexibilidad

Existe una amplia serie de nutrientes y otras sustancias
que incluye pero no se limita a las vitaminas, minerales,
incluidos oligoelementos, aminodcidos, dcidos grasos
esenciales, fibra, diversas plantas y extracto de hierbas
con un efecto nutricional o fisiologico que pueden estar
presentes en un alimento y ser objeto de una declaracion.
Por consiguiente, deben establecerse los principios gene-
rales aplicables a todas las declaraciones relativas a un
alimento con el fin de garantizar un elevado nivel de
proteccion de los consumidores, dar a los consumidores
la informacion necesaria para elegir con pleno conoci-
miento de causa, y crear condiciones iguales de compe-
tencia para la industria alimentaria.



“Principios generales a respetar en la adaptacion de la

redaccion de una declaracion de propiedades saludables

autorizada” Documento de trabajo EEMM-CM

GENERAL PRINCIPLES TO BE RESPECTED IF THE WORDING OF AN AUTHORISED
HEALTH CLAIM IS ADAPTED.

RECOMMENDATIONS ELABORATED BY MEMBER STATES' EXPERTS WHO
ATTEND THE EUROPEAN COMMISSION'S WORKING GROUP ON NUTRITION AND
HEALTH CLAIMS

These general pwplesmrepres«nedbrlheﬁstmmmdomalmngn
Brussels on 19 June 2012. B(pmsfmm 17 Member States' met to discuss a common

appi to advising food b P (FBOs) about flexibilty of wording for health
claims. The dations in this d only relate to the general principles over
which there was broad agr Di: ions at the ing took place in English

it is possible that the given in this d may need fo be adapted
for other languages.

These recommendations were agreed by Member States” experts in December 2012.

However, note that authorities in some Member States may have developed more detailed
national recommendations on flexibility of wording.

Introduction

Recital (9) of Regulation 432/2012 states: “One of the objectives of Regulation (EC) No
19242006 is to ensure that health claims are truthful, clear, reliable and useful to the
consumer. In that respect, the wording and presentation of such claims have to be taken
into account. Where the wording of claims has the same meaning for consumers as that
of an parmitted health claim, because it d the same relationship that exists
between a food category, a food or one of its constituents and health, the dlaims should
be subject to the same conditions of use indicated for the permitted health claims.” The
terms and conditions of the EU Register of nutrition and health claims made on foods (‘the
Register”) explain that some flexibiity of wording is possible provided that its aim is to help
consumer understanding, taking into account factors such as linguistic and cultural
variations and the target population.

The aim of this document is 1o set out the principles that should be respected when
auﬂmsedheamdansaeusedmmemningusednsmaxaﬂtyasmhomed The

same princij shouldbe P d i damsa’eusadmcommaal
o in labelling, p ion or adh ing and inwh
ding on ites, radio and televiss
Recommendations

In genetal we recommend that FBOs stick as closely as possible to the authorised
wording of health claims. Thés should ensure that consumers are provided with
appropriate information and it should help enf officers judge whether claims are
being used in complance with the law.

! Austria, Belgium, Denmark, Finland, France, Germany, Estonia, Hungary, Ireland,

Lithuania, Luxembourg, Netherands, Norway, Poland, Portugal, Sweden, United Kingdom.

PRINCIPIOS GENERALES DE FLEXIBILIDAD EN LA REDACCION DE
DECLARACIONES DE PROPIEDADES SALUDABLES

RECOMENDACIONES ELABORADAS POR LOS EXPERTOS DE LOS ESTADOS
MIEMBROS QUE ASISTEN AL GRUPO DE TRABAJO DE LA COMISION SOBRE
DECLARACIOENS DE PROPIEDADES NUTRICIONALES Y SALUDABLES ENLOS
ALIMENTOS.

Estos por primera vez en una reunidn informal el 19
de junio de 2012 en Brwelas Ex.peﬂ.os de 17 Estados Miembros® se reunieron para discutir
unmluquem-mnmnsﬂndemsrabs de pr ou)
acerca de la flexbilidad del texto de d

de este sdusermaleswmdpesqmeuembrelus
cuales hubo un amplio acuerdo. Los debates de |a reunién fueron en inglés por ko que es
posible que los ejemplos que figuran en este documento puedan necesitar ser adaptados a
otras lenguas.

Estas fueron por expertos de los Estados Miembros en
dicembre de 2012.

Sin embargo, hay que tener en cuenta que las aula\da&s de Awnos Estados Miembros
pueden haber sobre la
fexibilided de la redaccién.

!mrodnndbn

(9) del 432/2012 "Una de las finaidades del
Reolamemo (CE) N° 1924/2!)06 =3 que las
saludables sean veraces, claras, flables y (tles para el consumidor. Este cbjetivo debe
tenerse presente en la ylapr de las
Cuando ¢ texto de las dedaraciones nga e mismo sagr-llcaau para los consumidores que
el de una determinada poraue
demmraquemlammrﬁmmuulmVunamemdadeulmam un

alimento © uno de sus estas deben estar sujetas a las
mismas de uso que la de . Los
términos y condicones del Registro europeo de dedaracones nutricionales y de

hechas en ("el Registro”) que es posible una
clerta flexbilidad en la redaccién siempre que su cbjetivo sea ayudar a la comprensidn del
consumidor, teniendo en cuenta factores tales como las variaciones lingdisticas y

yle & la que van

El ch;euvo de este 3 los que deberian ser respetados

cuando se utilicen las declaradones de salud autorizadas pero |a redacdén utilizada no sea
exactamente la autorizada. Se deben respetar los mismos pnndploa. cuando se utilicen
ses en el etiquetado,
presmmodn © publiddad y por cualquier medio incluyendo bs sitics web, la radio y la
tedevisi

Recomendaciones

En general, alos de las (OEA) ceflirse lo

més uslble 2l texto para las de Esto
que los ad &l termpo

que deberla ayudar a las Autoridades competentes Oe Juzgar si las decleraciones estan

slendo utilizadas de acuerdo con la ley.

* Austria, Bélgica, Dinamarca, Finlandia, Franda, Alemania, Estonia, Hungria, Wlanda, Lituasia, Luxemburgo,
Paises Bajos, Nonuega, Polonia, Portugal, Sueda y Reino Unido.

Piginalces



RECOMENDACIONES

1) Asegurar que la redaccidon adaptada tiene el mismo significado para el
consumidor que la redaccién autorizada.

2) Uso del término ‘normal’.

3) Relacidn entre el efecto que se alega y el nutriente, sustancia, alimento o
categoria de alimento responsable del efecto.

4) Consideraciones particulares para declaraciones de propiedades saludables
sobre complementos alimenticios.

5) Presentacion de declaraciones generales, no especificas de salud.

6) Marca registrada, marca comercial o nombre de fantasia.

7) Referencias a extractos de dictdmenes de la EFSA.



Justificar que la redaccion significa lo mismo que la declaracién autorizada y es inteligible por el
consumidor medio = LEGIBILIDAD

El término ‘Normal’ deberia mantenerse en el texto adaptado y no deberia ser sustituido por
otro término ni eliminado AUNQUE determinadas traducciones lo sustituyen por “saludable” o
“adecuado”.

Las declaraciones autorizadas NO son para el “producto” AUNQUE podrian solicitarse por el
articulo 19 del Reglamento 1924/2006.

El articulo 6(3) de la Directiva 2002/46/CE exige que en el etiquetado de un complemento
alimenticio figuren los nombres de las categorias de nutrientes o sustancias que caracterizan al
producto, o una indicacion relativa a la naturaleza de dichos nutrientes o sustancias.

El articulo 10 (3) del Reglamento 1924/2006 establece que cuando se hace referencia a
beneficios generales y no especificos del nutriente o del alimento para la buena salud general o
el bienestar relativo a la salud debe estar acompafiada de una declaracion de propiedades
saludables especifica autorizada incluida en las listas previstas en el articulo 13 ¢ 14.

Cuando una relacion de efecto saludable particular se sustenta por evidencia cientifica, el
dictamen de la EFSA establece claramente la redaccion apropiada de la declaracion de salud. Esto
no significa que todas las redacciones de las declaraciones de salud originalmente propuestas son

validadas y por tanto no deberian ser utilizadas para adaptar la redaccion de una declaracién de
salud autorizada.



No se han admitido claims “combinados” por
el articulo 13

CLAIMS RELATING TO COMBINATIONS OF SUBSTANCES

Claims referring to the effect of combinations of vitamins, minerals and omega-3 fatty
acids

There are no such substantiated health claims because a number of claims on individual
vitamins, minerals and omega-3 fatty acids on various body functions have been authorised
and appear in the list of authorised health claims which can be used alone or in combination.

The IDs (as found in the consolidated list) are given below.

| 10 112 179 362 1515 3095 4282 4287 4708
2 11 168 184 372 2872 4279 4284 4289
3 12 173 201 717 2874 4280 4285 4291
7 111 174 210 1464 3094 4281 4286 4292



Porque debe hacerse por el articulo 19

Articulo 19

Modificacion., suspension Yy revocacion de las autoriza-
ciones

1. El solicitante/usuario de una declaracion incluida en una
de las listas contempladas en los articulos 1 3 » 14 podra soli-
citar una Mmodificacion de la lista pertinente. Se aplicaran rnurtartis
rmutandis los procedimientos establecidos en los articulos 15
a 13.

2. Por propia iniciativa. o previa solicitud de un Estado
miembro o de Ia Comisicon. la A utoridad emitira un dictamen
en el que examinara si una declaracion de propiedades saluda-
bles incluida en las listas contempladas en los articulos 13 » 14
sigue cumpliendo Ias condiciones establecidas en el presente
Reglamento.

Transmitira inmediatamente su dictamen a la Comision. a los
Estados miembros v, cuando proceda. al solicitante inicial de Ia
declaracicon de gque se trate. La A utoridad., de conformidad con
el apartado 1 del articulo 38 del Reglamento (CE) n< 1 78/2002,
hara puablico su dictamen.

El solicitante/usuario © un miembro del publico podra formular
comentarios a la Comisicon en un plazo de 30 dias a partir de
esa publicacion.

La Comision examinara el dictamen de la Autoridad y» todos los
comentarios recibidos lo antes posible. Cuando sea necesario. se
modificara. suspendera o© revocara la autorizacion de confor-
midad con los procedimientos establecidos en los articulos 17
> 1380



Un ejemplo (de lo que podia haber sido)

**

A
A

efsam

European Food Safety Authority EFSA Journal 2013;11(7):3327

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of a health claim related to the
combination of artichoke leaf dry extract standardised in caffeoylquinic
acids, monacolin K in red yeast rice, sugar-cane derived policosanols, OPC
from French maritime pine bark, garlic dry extract standardised in allicin,
d-o-tocopheryl hydrogen succinate, riboflavin and inositol hexanicotinate
in Limicol® and reduction of blood LDL-cholesterol concentrations
pursuant to Article 14 of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (.\'DA)I' 3

European Food Safety Authority (EFSA). Parma, Italy



Perfiles nutricionales

Articulo 4) Reglamento
1924/2006:

EUROPEAN COMMISSION
HEALTH AND CONSUMERS DIRECT

“las cantidades permitidas -
de determinados
nutrientes y otras
sustancias contenidas e
en los alimentos para —
gue puedan realizar
declaraciones’.

Prepared by the Commission services

The stove lest carmct be regerded s ue cficel poation of the Eurosess Comm



ANNEX I specific nutrient profiles and conditions of use, which food or certain

categories of food must comply with in order to bear nutrition or health claims

Thresholds

Thresholds
Saturates
(g/100g or
Food category Specific conditions® |  Sodium 100ml Sugars
(mg100g | except | (g/100gor
or100ml) | when 100ml)
specified
otherwise)
Vegetable oils and spreadable fats 30 kel
as defined in Couacil Regulation - 500 100g
(EC) No 2991/94 ‘
Enit Fruits, vegetables, | Mininmm 50g of fruit
uis, andtheir | and/or vegetable per
veg;tsable;. products, except |  100g of finished 0 ’ B
e Mm oils** products
products Segds“‘ and | Mininmm 50g gf outs
except ois their products, | per 100g of finished 400 10 15
except oils products
Mininmm 50g of
Meat or meat based products meat per 100g of 700 5
finished products
. ) Minimmum 50g of fish
Fish. fshery produs, | 10 ot niched | 700 10
crustaceans, and molluscs
products
. Minsnmm 50g of
Dairy based ; .
dairy constituents per
prod:xchis :.\S:cept 100gof fnished 300 25 15
Dairy based products
products Minimm 50g of
dairy constituents per
Cheeses 100gof fsished 600 10 15
products

Saturates
(g/100g or
Food category Specific conditions™ Sodium 100ml Sugars
(mg/100g except (g/100g or
or 100ml) when 100ml)
specified
otherwise)
700 uatil
o [date of
Breads containing adoption +
atleast 3 g of Minimmum 50g of 6 years]
fibre per 100 gor | cereals per 100g of 400 from 5 15
at least 1.5 g of finished products
Cereal and | fibre per 100 keal [date of
adoption +
cereal 6 years]
products
Cereal and cereal Minimum 50g of
products except cereals per 100g of 400 5 15
breakfast cereals finished products
Minimmum 50g of
Brealkfast cereals | cereals per 100g of 500 5 25
finished products
Minimum 200g per
serving size
Minimum 2 of the
following for ready
meals and
R”ad’sm:;:"‘ and sandwiches: 400 5 10
- 30g fruits,
vegetables and/or
nuts, 30g cereals, 30g
meat, 30g fish and/or
30g mulk
Licuid foods. insofar
as they do not qualify
Non alcoholic beverages for one of the above - - 8
mentioned food
categories
Solid foods, insofar
as they do not qualify
Other foods for one of the above 300 2 10
mentioned food
categories

* the minimmuum quantity required should be calculated on the basis of the ingredients entering into the

recipe.
** yegetables include potatoes. beans. and pulses.

*** seeds include seeds, kemnels, nuts. Nuts include peanuts and tree nuts.




AMBITO DE APLICACION: “Todas las declaraciones nutricionales y de
propiedades saludables efectuadas en las COMUNICACIONES
COMERCIALES, en el etiquetado, la presentacion o la publicidad de los
alimentos que se suministren como tales al consumidor final”

-Las comunicaciones comerciales a los profesionales
de la salud

-Las campanas publicitarias colectivas y de promocion
(también las patrocinadas por autoridades publicas)

-Las marcas registradas, nombre comercial o
denominacion de fantasia

-Alimentos destinados a la restauracion colectiva



Directrices para la aplicacion de las condiciones especificas relativas a las
declaraciones de propiedades saludables establecidas en el articulo 10 del
Reglamento (CE) no 1924/2006

2. Informacion obligatoria que debe acompanar a las declaraciones de
propiedades saludables autorizadas (articulo 10, apartado 2)

2.2. Cuatro elementos de informacion obligatoria:

a) Una declaracion en la que se indique la importancia de una dieta variada
y equilibrada y un estilo de vida saludable.

b) La cantidad de alimento y el patron de consumo requeridos para obtener

el efecto benéfico declarado.

c¢) En su caso, una declaracion dirigida a las personas que deberian evitar el
consumo del alimento, y

d) Una advertencia adecuada en relacién con los productos que pueden
suponer un riesgo para la salud si se consumen en exceso.




Warning Claims

Una advertencia

> adecuada en
Una declaracion relacion con los

dirigida a las productos que
personas que pueden suponer un

deberian evitar el riesgo para la salud

consumo del si se consumen en
alimento. exceso.




Legal notice| Contact | Search | English (en) v

European
Commission

bility Food Improvement Agents

EU Register On

Nutrition &

Health Claims * Health claims for which protection of proprietary data is granted (and for which the right of use of the claim is restricted to the benefit of the applicant) are only
listed here.

The search tool only allows searches for health claims*, and not nutrition claims.

Overview

Health claims You can also download the complete dataset of nutrition and health claims in the following formats: &) P

Nutrition claims Search the register

Claim status: Type of claim: EFSA Opinion reference:

Status : Claimtype:  EFSA opinion reference

Legislation:

 Commission Regulation

Search: Match entire phrase:

| | O

The table will automatically refresh based upon the selections you make. S8 FTR{11253




Opiniones de EFSA

Todas las aplicaciones Excepto vitaminas y minerales

M Positivas M Negativas M Positivas M Negativas



Opiniones de EFSA

GASE (Generally
Accepted Scientific
Evidence)

Evaluacion
cientifica

Conclusion EFSA Causa/Efecto

Categoria | Establecida Concluyente Si

Categoria Il Insuficiente No concluyente No
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MEMO/12/346

Brussels, 16 May 2012

Questions and Answers on the list of permitted
Health Claims on food products

Are all claims in the list of non authorised claims not true?

This is not necessarily the case. A scientific assessment was the first requirement,
followed by a test of compliance with the other requirements in the claims
Regulation. In its assessments EFSA looked at three consecutive elements:

- whether the subject of the claimed effect (food, substance) can be defined
sufficiently for a scientific assessment

- whether the claimed effect is indeed beneficial for health

- whether the studies considered as pertinent by EFSA could allow establishing of
a cause and effect relationship between the food and the claimed effect

An unfavourable EFSA opinion could be linked to any of these elements. Some
claims with a positive EFSA assessment were judged not to meet the other
requirements of the claims Regulation. Claims that are not authorised are included
in the Union Register with clear reasons as to why they are not authorised.



Declaraciones bajo el articulo 13.1
(de 44.000 solicitudes)

Aprobadas:

229




Lista comunitaria de declaraciones saludables
bajo el articulo 13.3: 4.637 solicitudes recibidas

Retiradas; 331

Aprobadas; 341



Panthotenic Vitamin Vi i Vi i Vi i Vitami Vi in Vitamin
Claim Biotin Choline Folate Niacin : Riboflavin Thiamine A ae 812 P o s «©
7.50 30,00 | 2,40 11,25
Minimum Quantity ND 0,90 mg 0,21 mg 0,16 mg 120 meg | 0,21 mg (0,38 meg | 12 mg |0,73 mecg| 1,80 mg
meg meg M€ meg

Contributes to maintain the normal function of the
Iimmune system during and after intense physical
exercise

Contributes to maternal tissue growth during
pregnancy

Contributes to normal absorption/utilisation of
calcium and phosphorus

Contributes to normal amino acid synthesis

Contributes to normal blood cal 1 1

Contributes to normal blood clotting

Contributes to normal blood formation

Contributes to normal collagen formation for the
normal function of blood vessels

Contributes to normal collagen formation for the
normal function of bones, cartilage, gums, skin and
teeth

Contributes to normal cysteine synthesis

Contributes to normal energy-yielding metabolism

Contributes to normal functioning of the nervous
system

Contributes to normal homocysteine metabolism

Contributes to normal iron metabolism

Contributes to normal lipid metabolism

Contributes to normal macronutrient metabolism

Contributes to normal mental performance

Contributes to normal protein and glycogen
metabolism

Contributes to normal psychological function

Contributes to normal red blood cell formation

Contributes to normal synthesis and metabolism of
sterold hormones, vitamin D and some
neurotransmitters

Contributes 1o the maintenance of normal bones

Contributes to the maintenance of normal hair

Contributes 1o the maintenance of normal liver
function

Contributes to the maintenance of normal mucous
membranes

Contributes 1o the maintenance of normal muscle
function

Contributes to the maintenance of normal red blood
cells

Contributes to the maintenance of normal skin

Contributes to the maintenance of normal teeth

Contributes 1o the maintenance of normal vision

Contributes to the normal function of the heart

Contributes to the normal function of the immune
system

Contributes to the normal metabolism of iron

Contributes to the protection of cells from oxidative
stress

Contributes 1o the protection of cells from oxidative
stress

Contributes to the reduction of tiredness and
fatigue

Contributes to the regeneration of the reduced
form of vitamin E

Contributes to the regulation of hormonal activity

Has a role in the process of cell division

Has a role in the process of cell specialisation

Increases iron absorption

1s needed for normal growth and development of
bone in children




Calcium Chromium Copper Fluoride lodine Iron Manganese Magnesium Molybdenum Phosphorus Potassium Selenium Zinc
1,50

Claim
120,00 0,13 22,5 (2,10
Minimum Quantity g 6,00 mog * 0,52 mg * 0,30 mg 36,25 mg 7.50 meg 103,00 mg |300,00 mg | 8,25 mog
me me Lo L me._
Contributes to a reduction of tiredness and fatigue

Contributes to electrolyte balance
Contributes to maintenance of normal connective
tissues
Contributes to normal acid-base metabolism
Contributes to normal blood clotting
Contributes to narmal carbohydrate metabolism
Contributes to normal cognitive development of
children

Contributes to normal cognitive function

Contributes to normal DNA synthesis

Contributes to normal energy-yielding metabolism
____Contributes to normal fertility and reproducti

Contributes to norma (1 d re duction
Contributes to normal formation of red blood cells and

haemoglobin
Contributes to nonmal § of cell mers >
Contributes to normal functioning of the nervous
system
Contributes to normal hair pigmentation

Contributes to normal iron transport in the body
Contributes to normal Mmeconutrient Mmetabolism
Contributes to normal macronutrient metabolism

Contributes to normal metabolism of fatty acids

Contributes to normal r bol of in A
Contributes to normal muscle function
Contributes Lo normal neurotransmission
Contributes to normal oxygen transport in the body
Contributes to normal protein synthesis
Contributes to normal psychological function
Contributes to normal skin pigmentation
Contributes Lo nornmal spenmatogenesis

Contributes to normal sulphur acid r

Contributes to the maintenance of normal blood
lucose levels
CoNributes 1o the Mantenance of normal blood
ressure
Contributes to the maintenance of normal bones
Contributes to the maintenance of normal hair
Contributes to the maintenance of normal nails
contributes 1o the Mmaintenance of normal skin
Contributes to the maintenance of normal teeth
Contributes to the maintenance of normal
one | Is in the blood
Contributes to the maintenance of normal vision
Contributes 1O the Maintenance of tootn
mineralisation
Contributes to the normal formation of connective

tissue
Contributes to the normal function of digestive
enzymes

Contributes to the normal function of the immune
system

Contributes to the normal function of the immune
system

Contributes to the normal growth of children

Contributes to the normal production of thyrold
hormones and normal thyroid function

Contributes to the normal thyroid function

Contributes to the pr y of cells from oxidative

stress

Contributes to the reduction of tiredness and fatigue
Has aro n the process of division

Has a role in the process of cell division and

specialisation

Is needed for normal growth and development of

bone in children

I1s needed for the maintenance of normal bones

Isr ded for the mal of normal teeth
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(Actos no legislativos)

REGLAMENTOS

REGLAMENTO (UE) N° 432/2012 DE LA COMISION
de 16 de mayo de 2012

por ¢l que se establece una lista de declaraciones autorizadas de propiedades saludables de los
alimentos distintas de las relativas a la reduccion del riesgo de enfermedad y al desarrollo y la
salud de los nifios

(Texto pertinente a efectos del EEE)



Dudas: Deficiencia o suplementacion?

(8)  El articulo 13, apartado 3, del Reglamento (CE) n°
1924/2006 dispone que las declaraciones autorizadas
de propiedades saludables deben ir acompaiiadas de to-
das las condiciones (incluidas las restricciones) que se

requieren para su uso. Por consiguiente, la lista de de- %
claraciones autorizadas debe recoger el texto de las de- ‘ efsa-
claraciones y sus condiciones especificas de utilizacion asi ROy Foot ey Sy

como, si procede, las condiciones o restricciones de uso,
declaraciones complementarias o advertencias, de confor-
midad con lo dispuesto en el Reglamento (CE) n°
1924/2006 v, ateniéndose a los dictimenes de la Auto-

ridad.

The scientific evidence about the role of a food on a nutritional or physiological function is not
enough to justify the claim. The beneficial effect of the dietary intake has also to be demonstrated.
Moreover, the beneficial effect should be significant 1.e. satisfactorily demonstrate to beneficially
affect 1dentified functions in the body m a way which 1s relevant to health. Although an appreciation
of the beneficial effect in relation to the nutritional status of the European population may be of
interest, the presence or absence of the actual need for a nutrient or other substance with nutritional or
physiological effect for that population should not, however, condition such considerations.



Hay demasiadas declaraciones para micronutrientes

Intake (mg)

Intake (mg)

-~
S

Intake (mg)

Intake {mg)

ON MO OO

-,

ONDbODO

-,

ONDK OO

-
(U]

ON kO

-

Y los riesgos de sobre-consumo?

Copper (base dist, 4-10 ys)

Pas
- PSSO
'_"__T'_"'_"'_"_"'_ PS
. . . L . L=
DK F1 DE IE IT PL ES U
Country 4-S5ysUL-2mg
7T—10ys UL -3 mg

Copper (Dase dlef, women)

Pas
_——————————— - Ps0
N ) os
. . F F O F
DK FI DE IE IT PL ES UK
Country UL-Smg
Copper (base diet plus suppl. 4—10 ys)
Pos
- Pso
e e oo — os
- e
DK FI DE IE IT PL ES UK
Country 4-—6ys:UL=-2mg
7—10ys- UL = 3
Copper (base dist plus suppl.. women)
Pas
e - Pso
os
DK FIl DE IE IT PL ES UK
Country

mg

Intake (mg)

Itake img)
ON MO OO

Intake (mg)

ONDb OO

Intake (mg)
ON MO OO

ONDb DO

Copper (Dase diet. 1117 ys)

oas
- ©s0
L PR =s
. . F F Lk
DK FI DE IE IT PL ES UK
Country
UL -amg
Copper (Dase dist, man)
oas
——————————— S St
l_ 2=
1 L %
4 4 . 4 ' r- r- ' 4 l.
DK FI DE I1E IT PL ES UK
Country
UL - Smg
Copper (base diet plus suppl.. 11-17 ys)
oas
= 2SO0
| . os
. ]
DK FI DE I1E IT PL ES UK

UL - 4 mg

Copper (base diet plus suppil.. men)

1
DK FI DE IE IT PL ES

UK

= 2S00
2s

UL =S mg



Hay demasiadas declaraciones para micronutrientes:
Y los riesgos de sobre-consumo?
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Y los riesgos?

ANNEX 3B INTAKE OF CARBOHYDRATES AND DIETARY FIBRE AMONG ADULTS AGED ~19-65 YEARS IN EU COUNTRIES.

Country  Age N Total Carhohydrates Mono- and Disaccharides Polysaccharides Sucrose Dietary Fibre Dietary Fibre
s (E%) (E%) (E%) (E%) ® (g/MJ)

mean SD  P5-P95 mean SD  P3-P93 mean SD  P5-P95 mean SD  P5-P95  meamm SD  P5-P9S mean SD  P5-P95

Males

AT 19-64 778 425 10.5 87 64 19.5 99

BE 19-59 413 45 33 M1 48 194 37

(L 19-64 1094 339 12.0

DE 19-64 4912 453 84

DK 18.74 1467 43 68 350-530' 8.0 3150 210 12.0-320°

EE 19-64 900 42.7 140

FI 25-64 730 47.1 88 97 59 40 11.0 27 11

IR 19-64 85 434 03° 18.7 04°

GR 19-64 8365 379 39

HU =18 473 450 6.6 76 32 2] 6.6

IE 18-64 662 435 64 32.6-543 232 85 121389

IT 19-64 660 21.8 6.5

LT 19-63 849 389 9.3 108 56 209 124

LV 19-63 1063 422 11.8

NL 19-64 1836 442 13

NO 19-64 1050 510 6.0 90 60 25.0 10.0

PL 19-64 1106 480 84 110 52 0.7 114

PT 19-64 917 470 6.8 B3 9.0

RO 19-64 177 433 94

SE 18-74 389 46 6.0 37.0-56.0 90 40 3-16 18.0 70 90290 18 05 1127

ES 18-64 718 405 16.6 32 19.2

UK 19-64 833 477 60 359-598°




Dudas:

Una de las finalidades del Reglamento (CE) n°
1924/2006 es garantizar que las declaraciones de propie-
dades saludables sean veraces, claras, fiables y utiles para
el consumidor. Este objetivo debe tenerse presente en la
redaccion y la presentacion de las declaraciones. Cuando
el texto de las declaraciones tenga el mismo significado
para los consumidores que el de una determinada decla-
racion autorizada de propiedades saludables porque de-
muestra que existe la misma relacion entre la salud y una
categoria de alimentos, un alimento o uno de sus cons-
tituyentes, estas declaraciones deben estar sujetas a las
mismas condiciones de uso que la declaracion autorizada
de propiedades saludables.

‘Wording”

GENERAL PRINCIPLES TO BE RESPECTED IF THE WORDING OF AN AUTHORISED
HEALTH CLAIM IS ADAPTED.

RECOMMENDATIONS ELABORATED BY MEMBER STATES' EXPERTS WHO
ATTEND THE EUROPEAN COMMISSION'S WORKING GROUP ON NUTRITION AND
HEALTH CLAIMS

These general principles were presented for the first time at an informal meeting in
Brussels on 19 June 2012 Experts from 17 Member States' met to discuss a common

to g food b s (FBOs) about flexibility of wording for health
claims. The dations in this dk only relate to the general principles over
which there was broad Di: ions at the g took place in English

therefore i is possible that the examples given in this document may need to be adapted
for other languages.

These recommendations were agreed by Member States” experts in December 2012.

However, note that authorities in some Member States may have developad more detailed
national recommendations on flexibility of wording.

Introduction

Recital (9) of Regulation 432/2012 states: “One of the objectives of Regulation (EC) No
19242006 is to ensure that health claims are truthful, clear, reliable and ussful to the
consumer. In that respect, the wording and presentation of such claims have to be taken
into account. Where the wording of claims has the same meaning for consumers as that
of an pamitted health claim, because it demonstrates the same relationship that exists
between a food category, a food or one of its constituents and health, the claims should
be subject to the same conditions of use indicated for the permitted health claims.” The
terms and conditions of the EU Regster of nutrition and health claims made on foods (‘the
Register”) explain that some flexibility of wording is possible provided that its aim is to help
consumer understanding, taking into account factors such as linguistic and cultural
variations and the target population.

The aim of this document is to set out the principles that should be respected when
health claims are used but the woni\g used is not exactly as authonised. The
same princi should be d claims are used in oomme«:al
oommtncahone whether in labelllng p ion or adh g and in wh
g on T and jon.

Recommendations

In general, we recommend that FBOs stick as closely as possible to the authorised
wording of health claims. Thés should ensure that consumers are provided with
appropriate information and it should help enforcement officers judge whether claims are
being used in complance with the law.

‘Austna Belgun Denmark, Finland, France, Germany, Estonia, Hungary, lreland,
Netherands, Norway, Poland, Portugal, Sweden, United Kingdom.




(10)

(11)

Dudas: Botanicos

La Comisién ha constatado que la Autoridad no ha con-
cluido atin la evaluacién cientifica de una serie de decla-
raciones sometidas a evaluacién que se refieren a los
efectos de determinadas sustancias vegetales o a base
de plantas, com(inmente conocidas como sustancias «<bo-
tanicas». Ademas, existe una serie de declaraciones de
propiedades saludables respecto a las cuales la Comision,
o bien demanda una evaluacién mas exhaustiva antes de
poder considerar su incorporacion a la lista de declara-
ciones autorizadas o no puede decidir atin sobre su in-
clusion en la lista, aunque ya hayan sido evaluadas, de-
bido a otros factores licitos.

Las declaraciones cuya evaluacién por parte de la Auto-
ridad o cuyo examen por parte de la Comisién no haya
finalizado todavia se publican en el sitio web de la Co-
mision () y pueden seguir utilizindose, de conformidad
con el articulo 28, apartados 5 y 6, del Reglamento (CE)
n°® 1924/2006.
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MEMO/11/868

Brussels, 5 December 2011

Questions and Answers on the list of permitted

Health Claims

What is the status of the claims on botanical ingredients?

Certain herbal substances can be present in the composition of both Traditional
Herbal Medicinal Products (THMPs) and in foods. It is therefore possible that, for the
same substance, the therapeutic indication given by manufacturers of THMPs is
similar (with the due distinctions, as medicinal claims are forbidden on foods) to a
health claim made by food manufacturers.

Differences in legal requirements between health claims and THMPs could lead to a
different treatment of the same substance, according to whether it is present in a
food or in a medicine. This would create discriminations on the market of herbal
products and potential confusion for consumers. Since the Commission and Member
States need more time to decide how to address this issue, it was decided to put
these claims on hold.

What will the Commission do on botanicals?

A reflection exercise is underway aimed at achieving a consistent and coherent
treatment of botanicals in the future.
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Soy Helps to maintain | Non-compliance @ Reduction of 2011:9(7):2264, Non- 1654
Isofiavones | acalmand with the vasomotor 2012:10(8):2847 authorised
(expiry of
menopause because on the assodated transitional
/helps women basis of the with period
coping with the sdentific menopause 02/01/2014)
telitale signs evidence
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menopause, such evidence
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Isoflavones healty bones with the of bone 2012;10(8):2847 authorised
Nnatural) Regulation mineral (expiry of
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health basis of the period
Jeontrbutes to sdentific 02/01/2014)
the maintenance | evidence
of normal bone assessed, the
strength In post- evidence
menopausal provided s
women insuffident to
substantiate
this daimed
effect for this

food.
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Hay que mirar el listado de la Comision

FOR THE ATTENTION OF THE MEMBER STATES AND THE COMMISSION

SUPPORTING WORKING DOCUMENT (NOT FOR VOTE)
STANDING COMMITTEE OF THE FOOD CHAIN AND ANIMAL HEALTH
4 FEBRUARY 2013
AGENDA ITEM B.1 (SANCO/12712/2012)

ARTICLE 13.1 CLAIMS FOR WHICH THE EVALUATION BY THE EUROPEAN
FOOD SAFETY AUTHORITY AND THE CONSIDERATION BY THE
COMMISSION AND THE MEMBER STATES IS NOT FINALISED
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(10)

(11)

Dudas: Declaraciones no autorizadas aun

La Comision ha constatado que la Autoridad no ha con-
cluido atin la evaluacién cientifica de una serie de decla-
raciones sometidas a evaluacion que se refieren a los
efectos de determinadas sustancias vegetales o a base
de plantas, comtinmente conocidas como sustancias «bo-
tanicas». Ademds, existe una serie de declaraciones de
propiedades saludables respecto a las cuales la Comision,
o bien demanda una evaluacién mas exhaustiva antes de
poder considerar su incorporacién a la lista de declara-
ciones autorizadas o no puede decidir atin sobre su in-
clusién en la lista, aunque ya hayan sido evaluadas, de-
bido a otros factores licitos.

Las declaraciones cuya evaluacién por parte de la Auto-
ridad o cuyo examen por parte de la Comisién no haya
finalizado todavia se publican en el sitio web de la Co-
mision (') y pueden seguir utilizindose, de conformidad
con el articulo 28, apartados 5 y 6, del Reglamento (CE)
n°® 1924/2006.

(13)

El presente Reglamento debe aplicarse seis meses después
de la fecha de su entrada en vigor para que los explota-
dores de empresas alimentarias puedan adaptarse a sus
requisitos, lo que incluye la prohibicién, conforme a lo
dispuesto en el articulo 10, apartado 1, del Reglamento
(CE) n® 1924/2006, de determinadas declaraciones de
propiedades saludables cuya evaluacién por parte de la
Autoridad o cuyo examen por parte de la Comisién haya
finalizado.



Declaraciones 13(1) pendientes o en
espera

Riesgos para la
salud

Sin claras

condiciones de Politicas publicas
uso

No entendibles
por consumidor




Declaraciones pendientes

Hidratos De carbono
Cafeina
Nueva legislacion dietéticos:
Very Low Calory Diet

Contenido reducido en lactosa
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Health claims subject to individual authorisation procedure

= Claims based on new scientific evidence and/or including a request for the protection of proprietary data - Artide 13(5)
= Claims referring to the reduction of a risk factor in the development of a disease - Article 14(1)(a)

= Claims referring to children's development and health - Artidle 14(1)(b)

The Commission makes publicly available comments it has received from applicants and the public (according to Article 16(6) of
the Regulation) until it makes a decision on the relevant health daim.

Processing of personal data is handled according to Regulation (EC) No 45/2001 and a speciﬁcm_p_ljxms_ta_temn_t
You can see health claims for which a decision has been taken on the EU Register
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Pendiente: Valoracion de ries

- efsam

European Food Safety Aﬂwl) EFSA Jowsal 2011.5%&) 2053

SCIENTIFIC OPINION

Scientific Opinion on the sub iation of health claims related to caffeine
and increase in physical performance during short-term high-intensity
exercise (ID 737, 1486, 1489), increase in endurance performance
(ID 737, 1486), increase in endurance capacity (ID 1488) and reduction in
the rated perceived exertion/effort during exercise (ID 1488, 1490)
pursuant to Article 13(1) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)™ *
Ewropsan Food Safety Authority (EFSA), Parzm, Haly

SUMMARY

Following 2 request from the European Commission, the Pansl oz Distetic Products, Nutrition and
Wxns&dww&auhﬁ&@hu:h‘of“ﬁchﬁmwbmHof
Regulation (EC) No 1924/2006. This opizion addresses the swcientfic substantiation of health claims
iz relation to mﬂwmp&\wmmwmmw
mcrease in ead: mcrease in ead: capacity and reduction i the rated
muﬁumgﬁm&ungmummﬁcmhmubmdnhm
provided by the Mamsber States i the consolidated List of Articls 13 bealth claims and references that
EFSA bas received fom Member States or dixectly Srom stakebolders.

The focd comstitaeamt that is the swbject of the bealth claims is caffeine. The Panel conmsiders that
caffeins is sufficiently charactarised.
Increase iz physical performance during short-term high-intenziry exercize

Thchindoﬁmm'yhyﬁdpnﬁm(ﬁnﬂmndmﬁmuﬁvﬁu)‘nd“w
during short term high intensity exsrcise”. The target population is assumed o be active individmls in
&purﬂpoynhmhbmofhpwdwuﬁnph?mlumhhchiﬂd

On mauart from e Fempen Comminson, Quotion No FFSA-Q-2008-1524, EFSA-Q-2008-222), EFSA-Q-2008-
225, EFSALQ-2008-2226, EFSA-Q-2006-2221, adopted e 28 Jsamry 2011
? Pand membe: Carlo Agestosi, Jan-louin Bremcn, Sumn Frrwestber-Tat, Altert Flym, her Gully, Himns
Korbonen, Pagorm Lagos, Martnes Livik, Roosmgein Marchelli, Armroise Martin, Bevan Mowley, Moziks Nechitsaer -
Blerthold, Hildeged Preyremibel, Seppo Salminen, Yolanda Serz, Sexs (1)) Sirin, Stepban Srobel, Inge Tetesa, Dursel
Tomé, Herdrik van Loveres and Harn Verbagen. Comegondence nidaefs oo oy
" Acknowledgement: The Pancl wisbes 1o thask for fhe preparsioey work on (s scentiic opirion: The messbers of e
Werking Grusp om Clira: Celo Agoster, Juo-Loxis Bremon, Sumn Fcwesther-Ta, Abert Fiymn Ines ol
Henonen, Hene Ketheom, Martinu Lovik, Ambrsise Mastin, Hil Prryremhel, Seppo Salmizen,
vun..a.un Sexn (1.1 Sersim, Inge Tetern, Henedrik vz Loveren and Hars Verhages. The membens of e Cleims
Sub-Working Creep on Weght Meagemere Satisty/ (unoee and Inslis Control Phryseal Performance: Kees de Grasd.
Jourize Farroldl, Metie Hamaes, Mette Kridernen, Anders Sydin s nge Tetns

Seggeded citsbon: EFSA Panel on Dictetic Products, Nutrition sxd Alkrgies (NDA); Sciertific Opizicn on e
sebtatiation of hoth cleiv related b aaffcize and mcreoe it phy cal performance durng dhort-irm high<niezaiy
excrcise (ID 737, 1436, 1439), incranse i endunnce performsence (ID 737, 1486), increme in endurmce capacity (1D 1488)
and raddection in the rated peroeived exerticnielort during exercie (1D 1488, 1490) purssest to Article | 4(1) of Rogslation
(FC) Mo 192422006 EFSA Journal 20119(8):2053. [24 pp . dei 10 29035 ef. 201 1.2053. Available onlize:

C European Food Safety Adhaority, 2011
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Workmg document: Certain “on hold™ Article 13 health claims — Latest draft — 28.09.2012

Relevant
entrv
Conditions and/or number in
Nutrient, substance, restrictions of use of EFSA Journal the
food or food Claim Conditions of use of the claim the food and/or R s Consolidated
category additional statement List
or warning submitted to
EFSA forits
assessment
[Conditions of use to be discussed —
. . EFSA's proposed CoU:
?ﬁmm A daily mtake of 130 g of glycaemic
Glycaemic contribute to the carbohydrates has been estimated to cover 2011:9(6):2226 603. 653
carbohydrates - e of normal the glucose requirement of the brain. Such B ’
brain function amounts can be consumed as part of a

balanced diet. The target population is the
general population. ]




Pendiente: Condiciones de uso

efsam

European Food Safety Authorky EFSA Jowsal 2011, X6)2226

SCIENTIFIC OPINION

Scientific Opinion on the sub iation of health claims related to
glycaemic carbohydrates and maintenance of normal brain function
(ID 603, 653) pursuant to Article 13(1) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)**
European Food Safety Anthority (EFSA), Parma, aly

SUMMARY

Following 2 request from the Europsan Commeission, the Pansl on Dietetic Prodacts, Nutrition and
Allergios was asked to provids a scientific opinion o a list of bealth claims pursmant to Article 13 of
hgnhnan(IC)\lo 19’4-"’006 nuqmad&niuth:umﬁctﬂmmdhuhbchm
i mlaton o ad of normal brain functicn. The scientific
nbmmnhudonhmfmpmmuhhMmhrSmlmhmmhmdhno(
Articlo 13 hoalth clam: and references that EFSA has received from Maember States or directly from

stakeholdars.
Mﬁodwmﬁnuhvﬁ)mofhhﬂﬁ:hmnslymcaxbm The Panel

that gly are sufficiently charactarised in relation to the claimed offect.
The clumsd eoffects are “meatal " amd Ite/? 1 paric !

attention; memory”. The popnhnmuusm-dnbompwﬂ epéamlnhmo&'
the proposed wordings, &Pamlumdmhdmdoﬁomnf«m&omofw
brain function. The Panel comsiders that maintspance of normal brain famction is a bemedcial
physiological effect.

Glucose is the prefarred smergy source for most body cells. The brain requires glucose for its energy
nesds.

The Panel conclndes that a came and effect mlatiomship ha: besn csmblished betwosn the
ica of ghy ic carbohydrates and mad of normal brain functica.

ump &y

' On roqued fom the Fuvpan Comssimion, Quation No FFSA-008-1390, FFSAQ-2008-1440, adpied o
08 Agril 2011

? Pancl members Carle Agrutors, Jon-l cuis Bremen, Swes Fairwesthar-Tait, Albert Flyzn, Ines Gelly, Humu Kosbonen,
Pagoma Lagicu, Martinis Livik, Roumgeln Marchell, Assbeoie Martin, Bievas Moscicy, Morska Neshiunr-Berfield,
Hildegeed Preyrersbel, Seppo Sabmines, Yolesds Sas, Sexs (1) Sn, Siephan Strobel, inge Tetera, Duiel Tome,

, Hendrik van Loveres wd Fars Varbagen. C

" Acknowledgemere mrmu.ﬂ-»m?:.n-w werk n this scietific opirios: The membars of the

Working Croup on Clsirrar Carlo Agratoni, Jem L cuis Bremcn, Sexes Fairwether-Tait, Abart Fiyns, Ines Gully, Mariza

Heizozen, Harnu Korhosen, Martines Levk, Ambrooe Martin, Hikioped Proyresbel, Seppe Sabmizen. Yoknds Ser.

S (11.) Serwin, Inge Tetena, Hendrik v Loveres s Harm Verbsges. The mambers of e Clairss Scb-Woeking Croup

om MesalNervous Syvtes: Jacpaes Rigs, Astid Schioermchedt, Bobars Stewart-Kac, Sean 1) Stein, and Peer
Ulattx

Seggeded craticn: ﬁﬁkhlmf}mmm:mdummi Sdertific Opmicn on e
selutentintion of hexlth chema related o glycsemse carbobydrates =d maisterance of normad brain Samction (D 603, 653)

to Astide 13(1) of Regultion (BC) Ne 19242006, EFSA Jourmal 20101,N€xX226. [13 pp)
doi: 1029085 efm 2011 2226, Availsble online: www ofas cupeos culchgiourzal

C European Food Safety Authonity, 2011



Pendientes: Nueva legislacion de Dietéticos

Very Low Calory Diets Reducido en Lactosa
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Pendientes: Sin condiciones de uso o

ininteligibles

L-Arginine contributes
to the marmtenance of

[Conditions of use to e discussed -

-Argini . 2011:9(4):203 :
L-Arguune normal ammonia EFS4 proposed no CoUJ OLLIH)205 65
clearance
The clam may be used only for food which
L-Tyrosine contributes | 1S at least a source of protetn as referred to in
L-Tyrosine to normal synthests of | the claim SOURCE OF PROTEIN as listed 2011:9(6):2270 1928

catecholamines

in the Annex to Regulation (EC) No
192412006,




(14)

Dudas: Es el Registro un “instrumento

legal’

De conformidad con el articulo 20, apartado 1, del Re-
glamento (CE) n® 19242006, la Comision debe estable-
cer y mantener un registro de la Unién de declaraciones
nutricionales y de propiedades saludables relativas a los
alimentos, denominado en lo sucesivo «el Registro». El
Registro debe recoger todas las declaraciones autorizadas
y las condiciones de uso aplicables a las mismas. Asimis-
mo, ha de incluir una lista de las declaraciones de pro-
piedades saludables denegadas junto con los motivos de
la denegacién.

HEALTH AND CONSUMERS
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(17)

Dudas: Qué prevalece?

La adicion de sustancias a los alimentos y su utilizacion
en ellos se rigen por la legislacion nacional y de la Union
correspondiente, al igual que sucede con la clasificacion
de los productos como alimentos o medicamentos. Cual-
quier decision sobre una declaracion de propiedades sa-
ludables de conformidad con el Reglamento (CE) n°
1924/2006, como es el caso de la incorporacion de

una declaracion a la lista de declaraciones autorizadas a
la que se refiere su articulo 13, apartado 3, no constituye
una autorizacion de comercializacion de la sustancia a la
que concieme la declaracion, ni una decision sobre la
posibilidad de utilizar la sustancia en productos alimen-
ticios ni la clasificacion de un determinado producto
como alimento.



Ogzgetto: Rivakutazione dezli apporti ammessi di melatonina nezli mtegratori alimentari

1 Regolamento (UE) 43272012 ha istituito 1'elenco dei claims sulla salute autorizzati ai semsi
dell'articolo 13.1 delR.egolmn(CE) 10242006 per vitamine, minerali e altre sostanze (ad
eccezione d quelli sw “botanicals™ che restano tuttora in 505peso).

Nell'elenco suddetto sono per ogni le “condizioni d'uso” con Il'indicazione
deﬂappmqammvndnﬂopaﬂchmedammmdm e/o avvertenze
supplementari.

Cio premesso, va considerato che gli apporti quantitativi di una sostanza per la quale é autorizzato
un claim sulla salute hanno una valenza di tipo “fisiologico™ perché sono finalizzati a contribuire al
normale svolgimento delle funzioni dell organismo.

qumnmnguxdahmmma il regolamento (UE) 4322012 consente due tipi di claims:
“conmibuisce ad alleviare gli ¢ffer: del jer lag”, indicando in etichetta al consumatore che
1'effetto 51 oftiene con 'assunzione, poco prima di coricarsi, di un minimo d 0.5
mg della sostanza il primo giomo di viaggio e per alcum: giom: dopo 1'amivo a destmazione;
- “conwribuisce alia riduzione del tempo richiesto per prendere sonno”, indicando in etichetta
al consumatore che 1"efferto benefico si ottiens con 1"assunzione, poco prima di coricarsi, di
1 mg della sostanza.

Ozg nisultano quindi definit 1 Lvelli di melatonina unl per effettn fisiologici sulla base delle
valutazioni scientifiche dell’EFSA e, pel contempo, vi sono sul mercato dellUnione europea
prodotri 2 base della stessa sostanza autorizzati come medicmali con dosaggi ziomalieri paria 2 mg

Occorre pertanto ridurre 1 livell di apporto di melatonina ammessi finora in Italia negli integraton
alimentari per una demarcazione dell'impiezo della sostanza per finalita di tipo fisiologico nspetto
2 quelle di tipo terapeutico.

A tal fine, nella situazione atruale, s ritiens che negli integratori alimentari 1"apparto giomaliero di
w&lumawxdmsmummm&bhsmcm
nello stesso tempo anche 1"apporto massimo ammissibile per finalita di tipo fisiologico.

Per quanto sopra si imvitano le imp a conformarsi, a partire dalle prossime
mﬂmmdmﬁhl’ammmﬂm-ﬁnkﬁ:hﬂ
alimentari rientri entro 1 mg con Je quantita di assunzione giornaliera consigBate in etichetta.

In ogni caso la commerciabizzazione di integratori alimentari con I'apporto di melatonina
ammesso in precedenza & consentita non oltre il 30 settembre 2013.

Si invita a dare la massima diffusione allap nota e si 22 per I collab

0507/13 CAESAN: Agencia fiola de i i iayNutricion

@ qwnis Agencia Espaiiola de

dad - - .
ey Seguridad Alimentaria y
nutricadn
Nutriciéon
Inido > Notidas > Actualizacion condiciones de uso de MELATONINA en ¢ ! ntx i ticios

Actualizacion condiciones de uso de MELATONINA en complementos
alimenticios

04/07/2013

El pasado 24 de junio el Ministerio de la Salud Italiano publicd en su pagina web una not:
informando de la reevaluacion del aporte permitido de melatonina en los complementos alimenticios.

En dicha nota, se concluye que la dosis diaria permitida de melatonina en los complemento:
alimenticios pasa de 5 mg a 1 mg, por lo que se solicita a las empresas que adapten el contenido d¢
sus productos a la nueva dosis establecida (1 mg dosis maxima diaria recomendada), permitiendo k
comercializacion de los complementos alimenticios con la dosis de melatonina admitida anteriormentt
hasta el 30 de septiembre de 2013.

En Espafa los complementos alimenticios que contienen melatonina se han comercializado hasta €
momento por aplicacion del principio de reconocimiento mutuo al estar legalmente comercializados el
Italia, siempre y cuando la dosis fuera inferior a 2 mg diarios, ya que por encima de esa dosis, el
Espana tiene consideracion de medicamento.

Debido a la revision de la dosis de melatonina en complementos alimenticios permitida en Italia, la:
empresas que comercialicen en Espafia complementos alimenticios con melatonina deberan adapta
sus productos al nuevo limite establecido para que la dosis maxima diaria esté dentro de los limite:
de 1 mg de melatonina al dia.



Un asunto interesante: Los claims que no son

EFSA Opinion

Scientific Opinion on the
substantiation of a health claim
related to zinc and “the
prevention of bad breath by
neutralising of volatile sulphur
compounds in the mouth and
oral cavity” pursuant to Article
13(5) of Regulation (EC) No
1924/2006

claims!

Conclusion

The Panel considers that the
claim “prevents bad breath by
neutralising of volatile sulphur
compounds in the mouth and
oral cavity” is related to breath

odour rather than to a function
of the body as required by
Article 13 of Regulation (EC) No
1924/2006.

The Panel considers that the
claim does not comply with the
criteria laid down in Regulation

(EC) No 1924/2006.

“ efsam

Eurcs EESA Jommal 20119612169

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of a health claim related to zinc
and “the prevention of bad breath by neutralising of volatile sulphur
compound: in the mouth and oral cavity™ pursuant to Article 13(3) of
Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)”

European Food Safety Authority (EFSA), Parma, Inly

ABSTRACT

© Exzopesn Food Sasty Ausharity, 2011



Un asunto interesante: Los claims que no son

claims!

EFSA Opinion Conclusion

“Vitamin production needed for
correct function of metabolism”
The claimed effect is “metabolism of
vitamins”. The target population is
assumed to be the general
population. In the context of the
proposed wording and the
clarifications provided by Member
States, the Panel notes that the claim
refers to “vitamin production needed
for correct function of metabolism”
and “supports the production of
vitamin C, H, B5, B13” which cannot
be considered as a health
relationship applicable to humans.

Scientific Opinion on the
substantiation of health claims
related to methylsulphonylmethane

(MSM) and contribution to normal
collagen formation (ID 353, 388, 389,
394, 1695, 1741, 1874), maintenance

of normal hair (ID 353, 1741, 1874),

maintenance of normal nails (ID

1695, 1741, 1874), maintenance of

normal acid-base balance (ID 387),

“strengthens the immune system

function” (ID 390), maintenance of

normal bowel function (ID 391),
contribution to the normal cysteine
synthesis (ID 392) and “vitamin
production needed for correct
function of metabolism” (ID 393)
pursuant to Article 13(1) of
Regulation (EC) No 1924/2006

The Panel considers that the claim
does not comply with the criteria laid
down in Regulation (EC) No
1924/2006.

efsam

Eurcoean Focd Salety Authority EFSA Jownal 2010:8010):1746

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
methylsulphonylmethane (A{SM) and contribution to normal collagen
formation (ID 353, 388, 389, 394, 1695, 1741, 1874), maintenance of normal
hair (ID 353, 1741, 1874), maintenance of normal nail: (ID 1695, 1741,
1874), maintenance of normal acid-base balance (ID 387), “strengthens the
i system function™ (ID 390), mai of normal bowel function
(ID 391), contribution to the normal cysteine synthesis (ID 392) and
“yitamin production needed for correct function of metabolism™ (ID 393)
pursuant to Article 13(1) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (N\DA)™ *

European Food Safety Autbority (EFSA), Parms, Inly

SUMMARY

d cn the information provided by the Member State
th claims and refersaces that EFSA has received Som Member

'C Exzopeen Food Sefsty Autberity, 2010 1



Un asunto interesante: Los claims que no son

claims!

EFSA Opinion

Scientific Opinion on the substantiation of
health claims related to gamma linolenic acid
(GLA) and maintenance of normal blood LDL

cholesterol concentrations (ID 2661, 4452,
4453), maintenance of normal blood pressure
(ID 2662), reduction of menstrual discomfort

(ID 495, 640, 1773, 1775), contribution to

normal cognitive function (ID 1770),
maintenance of the barrier function of the skin

(ID 499, 591, 639, 676, 1554, 2003, 2065),

“function of the cell membrane” (ID 1769),

The claimed effect is “function of the cell
membrane”. The target population is assumed
to be the general population.

The Panel notes that several properties of cell
membranes have been mentioned in the
proposed wordings and that a specific effect
related to the function of cell membranes has
not been identified.

The Panel considers that the claim is general
and non-specific and does not refer to any
specific health claim as required by Regulation
(EC) No 1924/2006.
Maintenance of normal structure, elasticity and

appearance of the skin
The claimed effects are “helps to maintain
elasticity, tenderness and health of skin,
structure and function of skin and mucous

maintenance of normal structure, elasticity and membrane”, and “membranes cell structure”.

appearance of the skin (ID 2660, 4296), and
“anti-inflammatory properties” (ID 4454)
pursuant to Article 13(1) of Regulation (EC) No
1924/2006

The target population is assumed to be the
general population. In the context of the
proposed wordings, the Panel assumes that the
claimed effects refer to the maintenance of the
normal structure, elasticity and appearance of
the skin.

The Panel considers that the claims do not refer
to a function of the body as required by
Regulation (EC) No 1924/2006.

- efsam
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Hay muchas dudas sobre si los “claims cosméticos’
estan sujetos al Reglamento (se han excluido de la
lista del articulo 13)

Committee of Advertising Practice

Mid City Place 71 High Holborn  London WC1V 6QT
Telephone 020 7492 2200 Fax 020 7404 3404
Textphone 020 7242 8159 Email enquines@cap.org.uk
Online www.cap.org.uk

Committee of Advertising Practice
(Non-broadcast)

Help Note on Substantiation for Health, Beauty and Slimming
Claims

CAP Help Notes offer guidance for non-broadcast marketing communications
under the British Code of Advertising, Sales Promotions and Direct Marketing

(the CAP Code). For advice on the rules for TV or radio commercials, contact
Clearcast www clearcast en 1k for TV ads or the RACC www race en ik for



Un asunto interesante: Los claims que no son

claims!

The claimed effect “digestive health”
is not sufficiently defined. In the
context of the proposed wording

(‘supporting gastrointestinal
conditions during antibiotic
treatment’) and from the references
provided, the Panel assumes that the
claimed effect relates to acute
diarrhoea associated with antibiotic

Scientific Opinion on the
substantiation of health claims
related to Lactobacillus rhamnosus
LB21 NCIMB 40564 and decreasing
potentially pathogenic intestinal

microorganisms (ID 1064), digestive
health (ID 1064), and reduction of treatment, and that the target group

is subjects receiving antibiotic
treatment under medical supervision.

mutans streptococci in the oral cavity
(ID 1064) pursuant to Article 13(1) of

Regulation (EC) No 1924/2006 The Panel considers that the claim

does not comply with the criteria laid
down in Regulation (EC) No
1924/2006.

- efsam
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Un asunto interesante: Los claims que no son

claims!

Treatment/prevention of renal
gravel/kidney stones and urinary
tract infections

Scientific Opinion on the
substantiation of health claims : s
. The claimed effects are “systeme
related to various food(s)/food L . )
. — : . urinaire, diurétique, anti-
constituent(s) claiming an increase in . . . -
o inflammatoire des voies urinaires,
renal water elimination, “kidneys , . . ”
prévention des calculs rénaux” and

health”, “urinary health”, “bladder , . ”
el et e fower uritem health of urinary tract”. The target

tract”, “blood health”, “elimination”,

“urinary system benefits” and/or

“supports/promotes the excretory
function of the kidney”, and

treatment/prevention of renal

gravel/kidney stones and urinary

tract infections pursuant to Article
13(1) of Regulation (EC) No

1924/2006

population is assumed to be the
general population. In the context of
the proposed wordings, the Panel
assumes that the claimed effect is
related to the treatment/prevention
of renal gravel/kidney stones and
urinary tract infections.

The Panel considers that the claim
does not comply with the criteria laid
down in Regulation (EC) No
1924/2006.

- efsam

ITTA bl 12 A0 %0

SCRANTIIC OFTNION

Scientific Opiaica ca the sub:ransistica of hoalth claim: related to variont
foodz) food conrirsent(s) claiming 3 lncreace in rewal waser olminacion,
“Ridueyt bealth™, “wrinary bealdh”, “Sladder bealh™, “Bealth of bower
wrinary traet”, “blecd bealth”™, “elissination”, “ariaary vt bensfin”™
and or “ruppects promote: the sxcretery fanction of the kidayy™, and
tertinent pres saton of rens] grovel bodoes teoe: snd ermoary Gt
infectiont parraxst to Asticls 1M1) of Regalation (EC) No 1924 2006"

EFSA Panel o0 Dometid Prodacts. Notrmas sed Alerges NDA)




Un asunto interesante: Los claims que no son

claims!

Prevention and treatment of
prostate cancer
The claimed effect is “prostate
health”. The target population is
assumed to be adult males. The
Panel notes that the references
provided referred to the
consumption of boron in relation
to prostate cancer
prevention and treatment.
The Panel considers that the
claim is related to the
prevention and treatment of a
disease, and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.

Scientific Opinion on the
substantiation of health claims
related to boron and prevention
and treatment of prostate
cancer (ID 221), maintenance of
normal thyroid function (ID 222)
and contribution to normal
cognitive function (ID 223)
pursuant to Article 13(1) of
Regulation (EC) No 1924/2006

.
- efsam
Eurcpean Focd Sality Authsoty EFSA Jowmal 2011.5(6):2209

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to boron
and prevention and treatment of prostate cancer (ID 221), maintenance of
normal thyreid function (ID 222) and contribution to normal cognitive
function (ID 223) pursuant to Article 13(1) of Regulation (EC) No
1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)*

European Food Safety Ausbority (EFSA), Parms, Inly

SUMMARY

in relaticn to boron and proveation 2nd tream:
function and coamibutica to normal cognitive functi
information provided by the Member States in the comsoli
roferances that EFSA P
Tae food constitssnt that is the subject of the bealth clyims is boroa. The Pansl comsiders that beren
is safciently charactecived.

tenance of normal thyroid
stantiatica is based on e

Prevention and treatmest of prostate cancer

The claimed effect is “prostate bealth”. The target population is assumed to be adult males. The Panel
2otes that the refarences provided referred to the consumption of boroa in relation to prostate cancer
provention and weammaat.

Thie Panal coasidars that the claim is related to the provention and treatmant of a disease, and doss Dot
comply with the criteria laid down i Regulation (EC) No 192412006

© Exzopeen Food Safety Authority, 2011



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

The Panel considers that
the reduction of
peripheral oedema in the
context of chronic clinical
conditions is a therapeutic
target for the treatment
of the condition and does
not comply with the
criteria laid down in
Regulation (EC) No
1924/2006.

Scientific Opinion on the
substantiation of a health
claim related to Vitis
vinifera L. seeds extract
and “helps to decrease
swollen legs” pursuant to
Article 13(5) of Regulation
(EC) No 1924/2006

EFSA Jownal 2012101202097

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of a health claim related to Fins
vinifera L. seeds extract and “helps to decrease swollen legs” pursuant to
Article 13(3) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)™ "
European Food Safety Authority (EFSA). Parma, Inaly

ABSTRACT

Following = application Som Numlzmks Sarl, submitied prsuant 30 Articks 13(5) of Regedation (EC) No
19242006 via the Competent Amthority of Balgium, the Pansl co Distetic Products, Nutition and Allargies
(NDA) wa asked to deliver an opmica om the scentiic substumiation of 2 healh clum related to Viris
vodfera L seeds exract and “helps to decrease swollen lem”. The Panel considars St the Sood constSraemt
winch is the subject of the bealth claim i sufSciendy charactarised. Upcn EFSA's request Sor clarificaticn, the
applicant staed that o clhimed offect was “helps to decremoe swolken legs”, and St $he benmsficial
ph\unlm;&nwnubow:n"mhmmhg hsm&mmmﬂﬂkm
scisatific subsantiason of the claim, and in particular of the huxoom iterventicn study winch was conducted
wnhdsﬁ»dcm.mhx..bmbwofh}mhhchmh?nﬂw&hcha:m&meodm
n&mum«danthmuwdmxdm(o:mwmﬁmﬂ

E 2 tharypeutic
muﬁxhwc{hmmwm:a:phnnhmah.d&*nni@lmﬁ(‘\ln
192472006

© Exwropean Food Safety Amherity, 2012

KEYWORDS
Witis virdgera, swollen logs, health clxims.

 Beigium following s spplication by Netrilinks Seel, Quesion No FFSA-Q-

C Exropens Food Safety Amherity, 2012



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

Scientific Opinion on the
substantiation of a health
claim related to EffEXT™ and
“helps to support joint
function by maintaining low
levels of plasma C-reactive
protein” pursuant to Article
13(5) of Regulation (EC) No
1924/2006 The Panel
considers that the reduction
of inflammation in the
context of diseases such as
osteoarthritis or rheumatoid
arthritis is a therapeutic
target for the treatment of
the disease and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.

Scientific Opinion on the
substantiation of a health
claim related to EffEXT™ and
“helps to support joint
function by maintaining low
levels of plasma C-reactive
protein” pursuant to Article
13(5) of Regulation (EC) No
1924/2006 The Panel
considers that the reduction
of inflammation in the
context of diseases such as
osteoarthritis or rheumatoid

arthritis is a therapeutic
target for the treatment of
the disease and does not
comply with the criteria laid
down in Regulation (EC) No
1924/2006.

~ efsam

Ecrepean Food Saleey Authority

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of a health claim related to
Effyxr™* and “helps to support joint function by maintaining low levels
of plasma C-reactive protein™ pursuant to Article 13(5) of
Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)

European Food Safety Authority (EFSA), Parma, Inaly

ABSTRACT

Following = pplicasion Som Memilinks Sarl, sibmired purmes o Amicle 13(5) of Repiasien (20) Ne
19242006 via e Competent Asthority of Belgims, the Pmsl co Distwsc Products, Nexrificn and Allargios
(NDA) was aked to deliver am opiicn ca the wclentific suhstamtiation of 3 health cluim mlated to £ff™ and
“Balps % sapport jomnt Smction by xximmvining low levels of plans C-reacthve protsin”. The Pansl considars that
Effoc:™, which i sandwdiued prs kil oil, is nucicatly characteried. The clamed effect is “halps to sppert
jomt fimction by xxmexining low levels of plasnn C-reactive protein”. The Pansl notes that the clum refars to a
mducton of mfammmtion dicated by a Jowsrsd concentratien of plyim C-reacthe proten. Whether or not
meducton of infammory markers 3 considered bezaficial depands oo the context i wiich 2 clam i made. In
o context of the stady provided, the Panel nows that the clum mfars % diseases such 2 osteoartiritis or
sheumatoid acthritiz, in which a reducton of inflanmation would be a thapeutic target for the treatment of the
@seuse. The Pamel considars it the redaction of inflanmation in the comtext of diseases wach as owscardritis or
sheumatoid actirisis is a therapeutic targst for the Ssatment of the disease and doss not comply with Se critaria
Inid dowm in Regulaticn (EC) No 1924/2006. © Exzopean Food Sadsty Autherity, 2012

KEY WORDS
Efffocs™, krill oil, joints, flanamation, hoalth claims

Cen
dei 10.2

© Exzopeen Food Saety Autharity, 2012



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

Scientific Opinion on the
substantiation of health claims related
to gamma linolenic acid (GLA) and
maintenance of normal blood LDL
cholesterol concentrations (ID 2661,
4452, 4453), maintenance of normal
blood pressure (ID 2662), reduction of
menstrual discomfort (ID 495, 640,
1773, 1775), contribution to normal
cognitive function (ID 1770),
maintenance of the barrier function of
the skin (ID 499, 591, 639, 676, 1554,
2003, 2065), “function of the cell
membrane” (ID 1769), maintenance
of normal structure, elasticity and
appearance of the skin (ID 2660,
4296), and “anti-inflammatory
properties” (ID 4454) pursuant to
Article 13(1) of Regulation (EC) No
1924/2006

The Panel considers that the
reduction of inflammation in the
context of chronic clinical conditions
is a therapeutic target for the
treatment of the condition.

o5
>
. efsa 5]
[‘%‘" Focd Salety Authorty EFSA Jomal 2011:5(4):2059

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
gamma-linolenic acid (GLA) and maintenance of normal blood
LDL-cholesterol concentrations (ID 2661, 4452, 4453), maintenance of
normal blood pressure (ID 2662), reduction of menstrual dizcomfort
(ID 495, 640, 1773, 1775), contribution to normal cognitive function
(ID 1770), maintenance of the barrier function of the skin (ID 499, 391, 639,
676, 1534, 2003, 2063), “function of the cell membrane™ (ID 1769),
maintenance of normal structure, elasticity and appearance of the slin
(ID 2660, 4296), and “anti-inflammatory properties” (ID 4454) pursuant to
Article 13(1) of Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)™*

European Food Safety Authority (EFSA), Pamma, Inly

SUMMARY

Following 2 request from the European Commission, the Panel ca Dietetic Products, Nutition and
Allargios was 2sked to provide 3 scisntiSic opinion on a list of bealth chaims purmant to Amicls 13 of
Regulation (EC) No 19242006. This opinion addresses the scisatific substantiation of health claims
in relaticn to gamma-linolenic acid and maistenancs of sormal blood LDL-cholestarol concentrations,
maintenance of normal blood pressure, reduction of menstrual discomfort, contribution to normal
cogaitive function, maintanance of the barrier fanction of the skin, “functica of the cell membrans™,
mantenance of normal structwre, elasticity and appearance of the skin, and “asti-mflammatory
propartios”. The scisntific substantiation is based on the information provided by the Measber States

2, Abat Flym, lex Gelly, Hazns Korbosen,
tin, Bovin Mosclcy, Moniks Neshioer-Bothold,

resnon, Seoan
axgeia Maethelli, Ambr . 3
2 B ) Strwin, Sepban Strubel, Iege Tetena, Desiel Tamé,

Salrnes, Yolunds Sew, Sen

'© Exzopean Food Safsty Autharity, 2011



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

Scientific Opinion on the substantiation of
health claims related to docosahexaenoic
acid (DHA), eicosapentaenoic acid (EPA)
and brain, eye and nerve development (ID
501, 513, 540), maintenance of normal
brain function (ID 497, 501, 510, 513, 519,
521, 534, 540, 688, 1323, 1360, 4294),
maintenance of normal vision (ID 508,

510, 513, 519, 529, 540, 688, 2905, 4294), The Panel considers that the reduction of
maintenance of normal cardiac function
(ID 510, 688, 1360), “maternal health; inflammatory diseases is a therapeutic
pregnancy and nursing” (ID 514), “to fulfil target for the treatment of a disease, and
increased omega-3 fatty acids need during does not comply with the criteria laid
pregnancy” (ID 539), “skin and digestive ~ down in Regulation (EC) No 1924/2006.

tract epithelial cells maintenance” (ID

525), enhancement of mood (ID 536),

“membranes cell structure” (ID 4295),

“anti-inflammatory action” (ID 4688) and

maintenance of normal blood LDL-
cholesterol concentrations (ID 4719)

pursuant to Article 13(1) of Regulation

(EC) No 1924/2006

inflammation in the context of

efsam
Ecrepean Focd Saliey Autherity EFSA Jourml 20115052078

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
docozahexaenoic acid (DHA), eicozapentaenoic acid (EPA) and brain, eye
and nerve development (ID 501, 513, £40), maintenance of normal brain
function (ID 497, 301, 510, 513, 519, 521, 334, 540, 688, 1323, 1360, 4294),
maintenance of normal vision (ID 508, 510, 513, 519, 529, 540, 688, 2905,
4294), maintenance of normal cardiac function (ID 510, 688, 1360),
“maternal health; pregnancy and nursing“ (ID 314), “to fulfil increased
omega-3 fatty acids need dnring pregnancy™ (ID 539), “zkin and digestive
tract epithelial cells mai * (ID £25), enh of mood (ID 536),
“membranes cell structure™ (ID 429%), “anti-inflammatory action™
(ID 4688) and maintenance of normal blood LDL-cholesterol
concentrations (ID 4719) pursuant to Article 13(1) of Regulation (EC) No
1924/2006°

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)™ '

Eurcpean Food Safery Aushority (EFSA), Parma, Inly
SUMMARY
Following 2 request from the European Commission, the Panel on Dietstic Products, Numition and

Allorgios was 2eked to provide a scisntific opinion on a list of bealth claims pursmiant to Article 13 of
Regulation (EC) No 1924/2006. This cpinicn addresses the scieatific sbstantiation of bealth claims

o, )
Hideged Proyromibel, Seppo Saimnes,

Hendkik van Loveres asd Haens v=h..u [
* Acknowlodgement: The Pasel wishes 1o frk

Working Group on Clairme Carfio Agndon, Jean-Louis Broos, Susas Fairweather-Tuit, Albert Flyns, Ines Gelly, Mariza
Henmen, Hum Kosbosen, s Lorvik, Andue Matin, Hikiegasd Paryremibel, Sqpo Salsizen lmnis Sev,
Seuer (1) Stn

sin, Inge Tetess, Hendek van Loveren asd His Virbagen. The mambers of the Clim Seb-Working Group
on MestalNervous Sysiess: Jacques Rigo, Asrid Schloerscheik, Burtwes Siewset-Kaos, Seas (1) Sirein, md Peler
Willatta

aead desing progasscy” (ID $39), “skin md
mood (1D $36),  “membrases cell structere™
cemal ood LDL <holesterd concamtrations

1962078 (% 9]

“mlicinflemiory scticn” (ID
punuen  Aride 131) of Regulston (EC) No
29035 efan 201 1.2078. Available ceifine: waw el cope colcliajournad

dei

© Exzopesn Food Safsty Autharity, 2011



Otro asunto interesante: Los claims
terapéuticos que tampoco son claims!

"Scientific Opinion on the substantiation
of health claims related to polyphenols in
olive and protection of LDL particles from

oxidative damage (ID 1333, 1638, 1639,

1696, 2865), maintenance of normal
blood HDL-cholesterol concentrations (ID
1639), maintenance of normal blood
pressure (ID 3781), “anti-inflammatory
properties” (ID 1882), “contributes to the

upper respiratory tract health” (ID 3468),

“can help to maintain a normal function

of gastrointestinal tract” (3779), and
“contributes to body defences against
external agents” (ID 3467) pursuant to
Article 13(1) of Regulation (EC) No
1924/2006"

The Panel considers that the reduction of
inflammation in the context of diseases
such as osteoarthritis or rheumatoid
arthritis is a therapeutic target for the
treatment of the disease, and does not
comply with the criteria laid down in
Regulation (EC) No 1924/2006

efsam

Eurcpean Foed Salety Authority muw:cn.w;mu

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
polyphenol: in olive and p ion of LDL particles from oxidative damage
(ID 1333, 1638, 1639, 1696, 2865), maintenance of normal blood
HDL-chol 1 ations (ID 1639), mai of normal blood
pressure (ID 3781), “anti-inflammatory properties™ (ID 1882), “contributes
to the upper respiratory tract health™ (ID 3468), “can help to maintain a
normal function of gastrointestinal tract™ (3779), and “contributes to body
defences against external agent:” (ID 3467) pursuant to Article 13(1) of
Regulation (EC) No 1924/2006"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)™*

Ewropsan Food Safety Autbarity (EFSA), Parma, Inly

SUMMARY

Following 2 request Som the European Comsmissica. the Panel on Distetic Products, Nutrition and
Allergies was 2aked to provide a scieatific opinion on a list of bealth claims pursuant to Article 13 of
Regulation (EC) No 19242006, This opimica addresses the scisatific substantiation of health claim: =
lation to polypbenols in olive nd protection cf LDL particles from oxidative damage, maintenance
of nommal blood HDL-chol of normal blood pressure, “anmti-
inflammatory properties”, “contributes to the wpper respiratory wract healts”, “can belp to maintain 2
zormal famcticn of gatroimtestinal mact”, and “contributes to body defences against extarnal agents”
The scicatific substansiation is based on the information provided by the Member States in the
consolidated List of Article 13 bealth claims and references that EFSA has received fom Member
Sttes or directly from stakebolders.

374, FFSA-Q-X
Q-2008419%,

m,w_annu e Cumerizmn, Quetion No FFSA-Q-2008-207, FFSA-Q-2008.25
FF! 5%, EFSA-Q

FFSA:
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Diferencias

Referencia a la reduccion
del riesgo de desarrollo de
la enfermedad.

Referencia a la reduccion
de un factor de riesgo de
desarrollo de la
enfermedad.

Relacion directa causa-
No relacion directa causa- efecto.

efecto.

Inmediato/ Efecto
Futuro / Efecto benéfico a benéfico a corto plazo.

largo plazo (enfoque

basado en la nutricion). ., .
> Poblacion objeto-
diagnosticada.

de Riesgo de Enfermedad
Declaraciones Medicinales
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Poblacion objetivo- sana.



Claims que no son claims. Los no
aplicables a humanos

CLAIMS NOT RELATING TO HUMAN HEALTH

Non-compliance with the Regulation because on the basis of the evidence assessed this claim
relates to effects which cannot be considered applicable to humans.

The IDs (as found in the consolidated list) are given below.

393




Declaraciones saludables bajo el articulo 13.5

Aprobadas: 2
— 52 evaluadas >

presentadas Pendientes: 2




Declaraciones por el 13(5)

Flavanoles de cacao
(Barry Callebaut).
Consumo en “dieta

WSTE. equilibrada”.

Fibra de remolacha. Almidon de
digestibilidad lenta
(Kraft). Control de

inspeccion
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Declaraciones saludables bajo el articulo 14

\_

(285 presentadas)

e Aprobadas:
9.

e Denegadas:
15.

J

\_

e Aprobadas:
11.

e Denegadas:
36.




Declaraciones aprobadas por el 14

DHA.
LA/LNA.
Calcio.

Beta-Glucanos. . . .
Calcio + vitamina D.

Fitoesteroles/Fitoestanoles.

Fosforo.
Yodo.

Hierro.

Xylitol.
Chicle sin azucar.

Proteina.




Qué se puede declarar hoy?

13: 229

14.1.a: 9

13.5: 1%

14.1.b: 11



Codex Alimentarius. Etiquetado Engahoso
de Alimentos (2001)

COMUNICACIONES

DESCRIPCION

Omision de hechos materiales

Una comunicacion es engafiosa debido a que se ha omitido un hecho
pertinente.

Engafios basados en la confusidn

Una comunicacién es enganosa debido a lenguaje, simbolos o
imagenes confusas.

Engafios debidos al mismo atributo

Una comunicacion veridica sobre un atributo de un producto lleva a
inferencias engafiosas sobre el mismo atributo en ese producto o en
otros productos en la misma categoria o en una categoria similar.

Enganos debidos a diferentes
atributos

Una comunicacién veridica sobre un atributo de un producto lleva a
inferencias engafiosas sobre un atributo diferente en ese producto o
en otros productos en la misma categoria o en una categoria similar.

Enganos debidos a la fuente citada

Una declaracidn de apoyo de una organizacion o individuo (s) lleva a
inferencias engafiosas.




Futuras acciones contra los fraudes?

P7_TA-PROV(2014)0011

Crisis alimentaria, fraudes en la cadena alimentaria y control al
respecto

Resolucion del Parlamento Europeo, de 14 de enero de 2014, sobre la crisis
alimentaria, los fraudes en la cadena alimentaria y el control al respecto
(20132091(IND))

El Pariamento Europeo,

- Visto el plan de actuacion basado en cinco ejes’ que presento la Comision en marzo
de 2013 tas el descubrimiento de una amplia red de fraude que comercializaba
came de caballo como carne de vacumo,

- Visto el Reglamento (CE) n° 882/2004 del Parlamento Europeo ¥ del Consejo, de
29 de abril de 2004, sobre los controles oficiales efectuados para garantizar
del cumplimiento de la legislacion en materia de piensos y alimentos y
1a normativa sobre salud animal y bienestar de Jos animales,

- Visto el Reglamento (CE) n* 1782002 del Parlamento Europeo y del Conszjo, de 28
de enero de 2002. por el que se establecen los principios y los requisitos gensrales |
dehkgﬂaumdmmumhmuﬁvaade&gmdm
v se fijan procads ala id

- Visto el Reglamento (UE) n° llﬁ“OlldﬂthmmEuvpeo\ dglConse)odg
25 de octubre de 2011, sobre la i I facilitada al
paelquesemd:ﬁ:mlosknglmos(CE)n 1914»"006y(CEjn 19’32006

PaﬂmmnsmvpeoydelConsejo vy por el que s2 derogan la Directiva
87/250/CEE de la Comision, la Directiva 90/406/CEE del Consejo, la Directiva
1999/10/CE de la Comision. la Diractiva 2000/13/CE del Parlamento Europeo y del
Consejo, las Directivas 2002/67/CE. y 2008/5/CE de la Comision, y el Reglamento
(CE) n° 6082004 de ]a Comision,

- Vista la propuesta de Reglamento relativo a los controles oficiales y las demas
actividades oficiales realizados con el fin de garantizar la aplicacion de la
legislacion sobre los alimentos y los piensos, y de las normas sobre salud y bienestar
de los animales, fitosanidad, mateniales de reproduccion vegetal y productos
fitosanitarios (COM(2013)0265),

- Visto el informe del Tribunal de Cuentas Europeo sobre la gestion de conlictos de
m&smmnamdthmnuBuvpudelldeomhde’Ol’

- Visto el articulo 48 de su Reglamenro,

- Vistos el informe de la Comision de Madio Ambients, Sakud Publica y Sezuridad
Alimentaria y las opiniones de la Comision de Mercado Interior y Protaccion del
Consumidor y de 1a Comision de Agnicultura y Desarrollo Rural (A7-0434/2013),

A Considerando que los principios generales de la legislacion alimentaria de Ia UE en

! hiep:/fec suropa.ou/food focd horsement/plan_sa him.

Loage =

Diaris Oficial du ks Unién Furspes

0
e

RECOMENDACIONES

RECOMENDACION DE L4 COMISION
de 19 de fabrero de 2013

*—#M«mmmumamhuuh
comarcislizacon de decerminade: limensos

(201399UE)

LA COMIZION SUROTEA,

Vists o Trasdo de Funcionamiesto de ls Unien Eurcpea,

Vizso ol Reglamanss (C5] = 55272004 dal Parlamanss Furcpes
y dol Conzejo, de 19 de abri de 2004, zobre loz controle:
ficales efectusias pars garansiar [z vecicacion dal cimpl-
ianio da s lagziacen e maseria de panses y simensss v (3
noemasiva z0bw zabod animal y bieneszsr de ez aimale: (7, v,
[ ——
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49, Considera que el sector minorista tieng una responsabtlidad espectal de garantizar la

integridad de los productos alimentarios y de exigir a sus provee
suministro segura y protegida; considera que es responsabilidad

ores una cadena de
¢ los minoristas

comprobar como minimo el cumplimiento formal de las normas ¢
lamenta [a preston ejercida sobre los productores primarios para ¢

¢ etiquetado;
g produzcan de

manera cada vez mas barata, a menudo a expensas de a calidad
sus Ingredientes;

¢ los alimentos o



#1

#2

#3

#4

#5

#6

#7

#8

#9

#10

#11

#12

#13

Comprobar el estatus de la claim en el Registro de la Comision y de EFSA

Comprobar el status de las marcas que sugieren un beneficio

La declaracién debe estar relacionada con el nutriente o la sustancia

Comprobar que el wording utilizado esté dentro del margen de flexibilidad

No sugerir que la salud podria verse afectada por no consumir el producto promocionado
No exagerar los beneficios ni hacer promesas, sino ser moderados en su descripcion

No sugerir que los productos poseen propiedades medicinales

Prestar atencion a la publicidad sobre el proceso de produccién

Atenciodn a las claims cosméticas, pueden ser consideradas de propiedades saludables

Las declaraciones de salud generales [10(3)] deben ir acompanadas de una declaracién especifica

No hacer referencia a estudios clinicos cuando la claim ha sido rechazada

Las declaraciones de reduccion de riesgo de enfermedad no se pueden utilizar hasta que se
aprueben caso por caso

No unificar dos o0 mas claims si los beneficios de las mismas han sido aprobados por separado






