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El cambio de paradigma
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Salud
Micronutrientes (XXI)

Proteinas
Calidad Proteinica (80-90s) Calidad Nutricional Energia

(50s-60s) (90-00s) (70s-80s)



‘Something’s just not right—our air is clean, our water 1s
pure, we all get plenty of exercise, e*verytbing we eat 15 organic and
ﬁee-ran ge, and yet nobody l1ves past thirty. g




Evolucion de las tendencias del
consumidor en alimentacion

Supervivencia

Hambre / Sed

Alimentos CON

Le quitamos algo para evitar
un efecto no deseable

Le ponemos algo que produzca
un efecto saludable




La industria alimentaria del Siglo XXI:
Salud, placer y conveniencia

Nutricion eficiente

Factor hipocondriaco
Factor tiempo

NCIA

Indulgencia g

Experiencia sensorial

Plus de conveniencia






“We need to put our faith in
consumer ighorance”
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Hill & Knowlton (2000)
European study on nutritional, health and
ethical claims - 2000

HILL AND KNOWLTON

STUDY ON NUTRITIONAL. HEAL'TH AND
ETHICAL CLAIMS IN THE EUROPEAN UNION

FOR THE EUROPEAN COMMISSION
DIRECTORATE GENERAL FOR HEALTH AND
CONSUMER PROTECTION

April 2000



Recommendations

“Our overall conclusion is that to
safeguard consumer protection, claims,
whether they are nutritional, health or
ethical, need to be better regulated at the
EU level. The very large majority of the
key stakeholders agree that solutions are
to be found at the EU level and all look to
the European Commission to propose
legislation”.




Hawkes, Corinna
Nutrition labels and health claims: the global
regulatory environment. WHO, 2004
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Alimentos Funcionales: Oportunidades y retos

IFT (Expert Report), 2007

Functional Foods:
Opportunities and Challenges

Bringing Functional Foods to Market
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Identificar las relaciones entre
ingrediente y beneficios de salud.

Demostrar la eficacia y determinar
el nivel de ingesta del ingrediente
necesaria para conseguir el efecto
pretendido.

Demostrar los niveles de
seguridad y eficacia.

Desarrollar un apropiado vehiculo
alimentario para contener el
ingrediente.

Demostrar la suficiencia cientifica
de la evidencia para la eficacia.

Comunicar los beneficios a los
consumidores.

Realizar un seguimiento post-
comercializacion para confirmar
seguridad y eficacia.



Food Function Junction
Bell-Wilson, 2007

 Laidea basica de los
alimentos funcionales es
la bioactividad de los
Ingredientes utilizados.

 La demostracion de los
efectos beneficiosos
debe ser la base
fundamental para la
comercializacion de los
alimentos funcionales.



La regulacion de las declaraciones
de salud no es algo nuevo



Ministerio de Sanidad y Consumo y Federaciéon Espainola de Industrias de
la Alimentacion y Bebidas: Acuerdo Interpretativo sobre la Publicidad de
las Propiedades de los Alimentos en relacién con la Salud
(1998)
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Confederation of the Food and Drink Industries of the
EU (CIAA): Code of practice on the use of health claims
(2001)



Codigo de Conducta Publicitaria de
Autocontrol (2002)



International Chamber of Commerce (ICC). Department
of Policy & Business Practices. ICC Framework for
responsible food & beverage communications (2004)

;E world business organisation

Departewnt of Policy and Business Practices

1CC framework for responsible food and beverage
communications
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Acuerdo sobre la autorregulacion de la publicidad de alimentos y bebidas dirigidas
a menores entre el Ministerio de Sanidad y Consumo (MSC), la Federacion de
Industrias de Alimentacion y Bebidas (FIAB) y la Asociacion para la
Autorregulacién de la Comunicacion Comercial (Autocontrol)

(2005)
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La importancia de evidenciar las promesas de
los alimentos funcionales
Katan, 2004
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International Life Sciences Institute
ILSI, 2002

LS| recomienda que
a funcionalidad de
0s ingredientes se
teste en diferentes
grupos poblacionales
asi como en
diferentes situaciones
al objeto de
comprobar su
bioactividad.




Un ejemplo: El CLA no funciona en
obesos y si en sujetos con sobrepeso

Conjugated linoleic acid supplementation for 1 y reduces body fat
mass in healthy overweight humans'—®

Jean-Michel Gauliter, Johan Halse, Kjetil Hoye, Kmut Kristionson, Hans Fagernun, Hogne Vik, and Ola Gudwindsen
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cozmies in F, enceetion and in boedin resistiace in
men with e metatolic syndsome. Men with the metabolic sys-
dreme receiving 2 sutvnre of the 2 isomens (o9, traw11 sad
mlo. <15-12) had greater F_bopentan: vxuaun-dd

hlhe(] A i
Insdlia reslstance (32, 36)

The peescet soady was deatgned primanily 10 investigate the
long-termm etfeces of CLA (a4 a $0:50 mixture of cis-9, trawsl1
e rases 10, cis 12 ssomezen) on BFM and LEM i a randomized,
doudle-hind, placeboconaralled soudy. Becauss CLA is mare

¥ Poves the Scurdiranias Cliizad Reveassh AS (ML KX, and O0) et
(k2 Scardinarian Stdwiza Servces ASTHF), Kidler, Nezway, Gs Sleanazn
Mofical Certer, Oulo (W), the Heberbomges Motical Certer, Biverem, Moz-
ety (K andd the Mtk (Novwegio Focd Resewch bnutrtaie ) Ax M-
ey (HV)
! Nataral 110 wod Coprie Narsiticn sl Haalth,

e sequade b0 1M Gudlisn, Soundrasie Clined Re-
warch AS, Oleesdovsion §, 1O flox 139, 2007 Kpeler, Noway, B-mal:

(llm-:ﬂww. dirmed ln aniesal s0d ke vi dels of
2-7). Later il showed other bes | Addu
almdh:dﬁmmluu/\mmmlmumm jamieze e
i '“ll).-dnem Recaved o 46,390
lxnhndw:eddmn tolenece and

s
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% Change in BFM in Overweight/Obese Adults
with 3,4g CLA for 12 months
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Otro ejemplo: El CLA funciona mejor cuando
su ingesta se acompana de ejercicio

Variacién masa grasa

Plicometria
W BO0D POD

-2 5.
-3
=3,5+

ANRRR

Leche CLA Leche Sin

(*) Diferencias estadisticamente significativas (p< 0,05)

Figura 5. Diferencias en la masa grasa perdida en el grupo que consu-
mid Tonalin® {a la izquierda de la Fig.) en funcion del tipo de medicion,
A la derecha vemos el grupo que consumio leche semidesnatada.




Valoracion de caracteristicas en los
alimentos funcionales (y la seguridad?)



Libro Blanco sobre seguridad alimentaria
CCE. COM 1999,719

e COMISION DE LAS COMUNIDADES EURCPEAS
o

#*
Tt

Bruselas, 1212000
COM (1959 719 final

LIBRO BLANCO SOBEE SEGURIDAD ALIMENTARIA

El analisis del riesqgo debe

ser la base de la politica de

sequridad alimentaria. La UE

ha de basar su politica
alimentaria en la aplicacion de
los tres componentes del
analisis del riesgo:

— determinacioén del riesgo

(asesoramiento cientifico y
analisis de datos),

— gestion del riesgo (reglamentacion
y control) y

— proceso de comunicacion sobre el
resgo.
Llegado el caso, el principio de
precaucion se aplicara en las
decisiones de gestion del
riesgo.



Seguridad de los alimentos

funcionales
RI LOAEL
Riesgo de deficiencia Concentracion segura Riesgo de

- toxicidad '
/ \

Funcion primaria ,Valor anadido”
del nutriente del nutriente
RI: Recommended Intake

LOAEL: Lowest Observed Adverse Effect Level



Symposium Report on Functional Foods —
Scientific and Global Perspectives
ILSI, 2001

El criterio tradicional de seguridad
basado en el NOAEL (“No
Observed Adverse Effect Level”)
puede no ser apropiado para
valorar la seguridad de los
alimentos funcionales.

Los alimentos funcionales son
mezclas complejas siendo dificil
generar efectos agudos como es
esperado con la aproximacion del
NOAEL.

La aproximacion a los alimentos
funcionales debe hacerse mas
sobre los efectos beneficiosos que
sobre la seguridad.



Aspectos de seguridad a considerar

El nivel esperado de exposicion no debe superar el nivel de
seguridad.

Debera hacerse un estudio de “exposicion acumulativa” _
especialmente cuando el ingrediente pretenda ser incluido en varios
tipos de alimentos.

Debe estudiarse el impacto nutricional a los niveles aconsejados de
consumo para objetivar que no existen cambios en los habitos
dietéticos.

También se estudiara la influencia del Claim sobre los habitos
dietéticos.

Debe considerarse la influencia entre los ingredientes bioactivos
presentes en los alimentos.

Debe identificarse el grupo target del alimento y aquellos colectivos
que no deben usarlo.

Deberia estudiarse la posibilidad de identificar efectos adversos en
poblacion vulnerable (nifios, embarazadas, ....).



¢ Qué influencia puede tener la matriz sobre
la eficacia y/o seguridad de un alimento
funcional?



Health Council of the Netherlands. Foods and dietary
supplements with health claims. The Hague: Health
Council of the Netherlands, 2003; publication no.
2003/09E

- * A claim should always
be based on scientific

- research involving
human subjects and
use of the
substance in the
form it is found in
the food or dietary

supplement for
7/’ which the claim is
o made.




Ejemplo: La dieta mediterranea reduce el
riesgo de enfermedad cardiovascular

Mediterrancan Diet, Traditional Risk Factors, and the Rate
of Cardiovascular Complications After
Myocardial Infarction
Final Report of the Lyon Diet Heart Study

Michel de Borgeril, MIY, Pacia Sakn, BSe. Jean<Louis Martin, PRI). Jabelle Movgand, BS¢.
Jacgques Difaye, MO Nicole Manelte, Phi)

Bacbgrownd - The Lyce Dict Tkt Stady is arssdomizod socondary provention il sirsod o testing whathera Madiermocan.
pe dit may soduce e rte of reueronce afler a fint wocandial inbraka, An | dale arnlysis dhowod a dking
peoaccine offoct sfkr 27 roorths of follow.up. Thas ropor preseats seuks of an eucedod Sollomap (with o mom of 46
moatks per petiert) and deals with the sdtioashipe of dictary poticrs aad toditions] fisk B with recusronce.

Methots annd Resanlts T hege cornpoaity ocrovanes (COw ) coohiming cither candlos death and noafail myocardied isfeaion (0
1y o the provading pias mape dary end poants angna sroke, boat fakee, pulnoagy o porphoml
embolism) (€O 20 oethe peacoding plis rainor ovents soguising bospital adwission (00 3) wore stadiad. Enthe Modtemasan
it groep, CO | was sodaod (1 evenes vonus $ in the paudeat Westerndype dit gooegy, P 00001, 3¢ were (0 227
overts vorsas 9, P-0.0000) 2ad CO 3195 ovonts venas 19D, P- 000021 Adpstod risk ntios meaad om 02810 053,
Ameng B vaditooal ik Bxtooy, W&l chodesired (1 mood 1, Dalag assoc b with am iscacasad ik of 187w 28%),
systobe blood peesare | mom Hg being associaed with 3a ascressod ridk of 1% 10 2%), lesdiocyte comnt (adjustod rsk ctios
raging froe 168 6o 256 with court 0 197 L1 Kvrale o (adatad risk eaton, 027 1o 0464 and s s Lt sk
ntis, 059 1 082y wpre oxch signticanly mod indopendontly 2coctad with sxemnce.

Comclsions The presective effoct of the Moditemancan dctary pattern was mamtamed wp to 4 yeurs afler the fint
Ishecton g previous & Jiate axalyses, Major traditionad risk facvoes, such as high blood cholesienol and
biood pressire. wese shown 10 B independert and poist prodictors of rocurmcece, indicating that the Moditcmacn
dictary pamens Bd not alies, ot hosot gueditatively, the wan| ndaticrahips dtwoen majoe fisk Fxcsoes and recurnnce.
Thus, o compechensive stmtegy o dveesse ardovasular sodidey ol oty Soold ischde primardy o
cardioprotective dict 1 should be sesociated with otber ipharmacological!) reeacs aisad ot rodicing sodifable rnk
Gxctors. Funber wipls comblsing the 2 spproaches soe varmstod (Clrowlanion, 1999:99:779-785)

Key Words: dict w trioks m cooonary disease mmyocardial mfascton

ooent detary wruls in seocadary peeveation of coromary
heart dnease (CHD) repotted mpeessive reduction of

the rocusrence rte by o range of 0%, 1 7004 ¢ * Thase were
n contrast with previow dictary ks, which wone aimed 2t
dwing Wood cholessarol by o how-cholestarol, low-
343t Bighpaty 303t dist d faled 13 g
aifcanty Ingrone the overall clinkal peoprosis of the
dicters * The suceessiul trials sesand distry patierms charc-
srweed by a bow irtake of tetal and sahaoted faty'? and o
narexied intake of manne' o plrt w-) Gy wide ad
were aed intondad pramanly to sodace blood cholesterol Two
of these waly'* shoincledod shiph mule of £ fussand
vepoalles, Jegumes, a0l coseals oortaining Rarze amoures of

fibers, antonidals, mwrenls, vepouble proteies, asd vina.
reis of the B group. The credblity of these recent triah was
comsidenbly reisforced by 2 rumber of sovent studies chow-
ing major cardogrotectmve effocts of most of these foods and
rarionts" M w il 3 porticular oaphasis o o3 ey g
20d oa felates for Herr role i3 hypeshomocysiomenia sxd
1he srgiine-s1a oxdo-tat rabvdmobioptetin pothway V14 2
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Ejemplo: Productos lacteos y salud

@

Brigish Jownal of Natrition (1008), 95, 13
D The Authors 3006

Dairy products and h

Ith: a review of the epidemiolo

Do 0 1O RINI00E 1705

¢ evidence

Eva-Elisa Alvarez-Lotn', Blanca Romdn-Vinas® and Liufs Serra-Majem '+
! Preventive Medicine Service, Complajo Hospiialaria Materno. fnsa lar, Las Pamas de Gran Canaria, Spain

* Comanu miry Nutrisi on Research Cemre, Sei

sfic Park of Rarcelona, Spain

*Ivpanamenio de Clencias Clinicar, Universidad de las Palmas de Gran Canarnia, Apro. Correas 5350, 35080 Las Pakmas de Gran

Canaria, §pain

vl Bt BUNSGE B e 1o s Srwad B he aohme of Comsuaity s The P snudy B 4 B view of he spatesaologeal
evdeace of dakey pecducs and heakls There & an Sweme oo kgon Berwes the Iake of ey peoducs and hypemesion, ke and coloesl

comoe Them e e e e

oy pendtincts and bee it cancer. There i snsse evidence Eairing high-

T duey peoducss andan ncresental sk of proste cancer and weak evidence of the protctve cpacy of dary producs oa boae heal. More
prosgertve snukes should be developed i order 10 esbish bemer evidence of (he Felasoeship becwess diiy peodurt and beakh Die 1o te
imspomance of dairy prodicts o publc he o ausi s, quanticive o cosmendations should be exabshed in the Bt of dhe sclencifc evidence

Dalry products: Pablic beaith: Keview Bieratare

Pubilxc beakh potrion should ot be waware of de impot
ance of evidence-bosed medidne. Sysematc mview of the
epidemiclogical evidence and the craical malysis of tha evi
dence has nesuked i a Bage advamee in the developmest of
pmocols and guides o clmical pacie. Evidence-hsed
medicme b resolted m more mpronrate acSoms to salve
everyday climical problems, bhased om the criical evalmson
of such evidence, mmead of inmEon o experece.

Ta develop pablic bealth masion policies bused on scien
tific evidence, & is important to fight againgt mismformation of
the gemeal popal tion abowt metrsoml aspects of thedr daily
fmd ke T'uquend\ the benefits md rks were g down
to dary produocs on the basis of physonarhological diecries,
b with mp epidemickogical sades o appox dem.

The chjective of the pressze week is to feview papers cover.
ing dairy prodeces in both hm.lth'tmnam.md divense e
vemtem. Foom was placed om the craical malysis of the
scemtific Eterstire, pansing ot fitire neads in te mssarch
of evidence between dairy producs and beald.

Methads

Relevame eckes were cbmined droagh sexrching te MED
LINE database ffrom 1966 to Jamary 2005). Keywords used
inhis search were de MeSH eam ‘dary producs’, defined =
*rawand processed or mamsfacesred milk mdmilk-desived pro-
ducs’ that inchaded the Hllowing frodacts: buar, cheme, ke
cream, masgrme, milk and calomed milk producs (voghue)
and some bealh condigons. The selecdom of beald condrioms
was coried owt om the hasis of i poblc bealth mpornce
(prevalence andfor severiy ) mdinchaded necnlisms, candiovas
culxr dimases (myocandinl infredon, bypeneasion of cerebrn
wiscalir aecideat), and osteoporos s or bones. The MEDLINE

search was complemented wath te amomasc PabMed dmical
qaeies samgy, which combimed ‘daiy pmdacs’ serch with
cigioms idmfied 25 sysemasic revews mew-amabyses,
reviews of dimical tiak, evidence-based medicne, comsenmms
development comferences and gudelines. Citasioms fram jour
malks specifizimg in chnkcal review soadies are also inchaded.
To beedi ble, works mus fulfil de following elighiiey critesrin:
abstract mast be availible, be wdten o Spnish, Enghsh or
French md coves baman popalision. Priocky was given o
metz-amalysis md systemasic mviews.

Fvidence fom epideminl ogic = dies of dairy prodacs and
bealkh was summarmed. To evakute the strength of te evi
dence, validity and aereracy were erken fmeo accoume. Vahidiy
was ammsed amalysing the preence of possble sysemusic
bim i the design o evecution of the shadien. Accumacy was
amessed comsidering the size of the sample and the wideness
of die com fidence miervals.

Results

There were more $im &5000 amices om the comsampeion of
dairy producs. Ouce the inchiion cateria were appled, 14
mearanilyses or ysemEi reviews dbomt diry prodcs
and e selected beakh condiions were identified, six om
camcer, six on camdiovasculyr dseases and two aboat bone
beakh. The resulks wem separated by beakh conditon.

Dairy products snd cancer
There wem six mets-amabyses and one sysemase review dat
specifically amalysed the comsumpeon of dary products and
cancer risk jome for colorectal cances, dree for beas cancer
amd three for prosate cances).

* Corraponding

s Lngs Serrablsgeem, e 439 128 45H05, conmel bnera Bl pge e

There is an inverse association
between the intake of dairy
products and hypertension,
stroke and colorectal cancer.

There is no evidence of the
association between the
consumption of dairy products
and breast cancer.

There is some evidence linking
highfat dairy products and an
incremental risk of prostate
cancer and weak evidence of
the protective capacity of dairy
products on bone health.



Los lacteos ayudan a reducir el peso
corporal

Nwtr%

Healthy Weight with Dairy

A growing body of
research indicates that
including three servings
a day of milk, cheese or
yogurt as part of a
reduced-calorie sating
plan wall help you
manage your weight,
In an effort to reduce
calories, be sure to
enjoy low-far and

fat-free varietiess often.

What the Latest Science Says
Recenly published studies in leading
medical journals suggese a link
berween dairy consumpeion and lower
bady weight. In another study,
coverweiph adules on @ reduced-calorie
diet that included at least thres
servings a day of dairy feods such as
milk, chesse ar yogurt lost more
weight than those whe consumed few
dairy foods. or wha task an equal
ameunt of calcium fram supplements.
Current dara indicares that cabium
may play a role in the bady's natural
systemn for burning far. Since dairy
Focds ars more sffective than calcium
alone, more ressarch is needed co
identify whar other components of
dairy foods conmibute o weight Jos.

Healthy Lifesevles for

Healthy Weight

Achizving a healthy weighe is aboue
three thirgs limiring the amouncof
caleries in your dier, perting snough
exerdse and making smare food choices.
Following a healehy lifestple will
improve your overall well being and
help you better manage pour weighe.

I Limising Calories
m Cut 500 — Srudies show gradual

weight loss improwves success for

keeping scra weight aff permanenchy.
Your goal should be o Jase no more
than ane o one-and-a-half pounds per
week. To Jose one pound in one weel,
you must burn 500 more calories per
day than you nesd. One option is
split this amount becween calories you
burn during exercize and calories you
reduce fram your daily diec.

How o cot 500 calories:®

Activitics thet bam ppmzinaidy 190 cibarios
u Jegging far 15 mimws o 215 alarin
u Swimeming for 30 mineer - 230 zalorier

n Biking for 45 mitum « 133 calerine

Foods with approzimarcly 230 cuaries

u 1 ual arcker af Frch i

n 1indvidus] de by af chi

[l Indiun-al.ld-':t_!! ael

i Barviyp s v Sove o indo el
sevipting 17 g

» Make Calaries Count — Avoid
leading up on emper calories. Milk,
chesss and yopurt are nucrient-rich
foads thar naruralle preride calcium,
protein and other ssential vieamins
and minerals for good health, [nan
effart o reduce calories, be sure to
enjey kow-fat or fat-Free varisties often.

» Make Smart Chaices — Including
dairy produces in your weight-loss plan

Thir fiact shees is rpomiored by she Natiowal Diwiry Cowmeil. The conienir bave been
rewivwed By the Awmerican [Neweric Amaciarion s Frcr Shees Reeivwe Bard. The
appearance of ibis inforamanion does woi consitine an endorsemeni by ADA o e
apanrer ¥ prodecis ar rereice. Thiv (ot sheer war prepared for she general pudlic.
s ms regreraing iis comieni i wre showld be direded fo @ dieteiio profesionl

* Recently published
studies in leading
medical journals
suggest a link
between dairy
consumption and
lower body weight.



jemplo: Determinados péptidos lacteos
pueden provocar alergia

ACTAVET. BENO 2004,

191208

Antigenicity for Humans of Cow Milk Caseins, Casein Hydrolysate
and Casein Hydrolysate Fractions

. NENTWICH, 175, SEEPFALUSL 3C. KUNE, P SPUERGIN, 'R URBANEE
"Clinic of Pediairics, University of Yienna, Vienna, Austria
R h Instinae for Child Nutrition, Dertmund, Germany
*Univarsity Childran’ s Hospital, Freiburg im Breisgan, Germary
Reveived Janwry 9, 2003
Arccepred Jine 17, 2008

Absirace

Nentwich 1., Szépfalusi Zs., Kunz C., Spuergin P., Urbanek R.: Autigesicity for
J.Egt;a:mu Cazein Hyarodyare and Cazein Hrarotpate Fracions. Acta Vat.

Cowe milk eazein consists of s2veral fracti hi of which bave diff ity d differing
antgenicity. The sim of te study was (o investigale the copacity of cow milk coszin, caszin
dractions, casein hydralysaie and iis fractions in hind human IgiG antbodies (aotigsnicity b,

Whale cow milk, bovine casein, ccaseinmative and dephospharylated, B- and vcasein, farther
a casein hydrodysate and its fractions were incobated in 2 lgG-ELISA avsay with sera from five
patients with cow milk intolerance aod o proled conwol ssrum from milk drinking healthe
individuals.

In healthy coawcls, predomimantly f-caszins, both commercial and chromatcgraphically
separaied, caniained the sirangest antig=nic pitapes. o milk intolerart infacks, however, ¥ -cassin
alcag with f-caeins was the sovogesi aotigen. The antigenicity of ihe casein hydrolysais
compared to nonbydralysed cossin was reduced down 1o 155 and 41 5% measured with patisnt
and eontrol s, ctively. Thers were traces of intact protein in the bdrolysate. Antigenicity
of the cassin hydrolysate fractions reached anly 24 1o 44% of the aotigenicity of the whal
by clysate, Alihough their aniigenicity roughly comzlaicd with their melscolar weight, caly
regligible differences among particu lar Tractions were found.

Cowr milk betncasein is the sirongest antigen in healiby cantrals whils kappa-casein possesses
the high ani ity in the milk intolecant individuals. For milk intolerant individuals, the tesied
<uszin hydrolysale wa ‘T\. remimately 5 times Jeas antigenic compared to whole cassin.
Antigenizity of the hydralysale fractions were lower than that of de whole hxdrolysae.
Identification of cow milk caseins and its fraciicns with the highest bindni ity For human
13G antibodies is imporiant for manufaciuring of aniigenceduced Tormelas based on <assin
bcklEsates.

Cow milk. caveins, infiasts, [g, protein Eydrotyaates

Cow milk proteins belong o the strongest antigens in human diet. Caseins. representing
about 80% of all cow milk proteins (Eigel et al. 1984), have a fibrilar structure consisting
of mainly sequential epitopes able to bind to specific IgC antibodies, Antigenic reactivity of
aprotein mefers wo its capacity 1o bind specifically to the functional binding sites or paratopes
of centain immunoglobulin molecules (van Regenmaortel 1988), This is different among
proteins due to the manifold quality and quantity of their specific epitopes. Using heat
treatment andior enzymatic hydmlysis, a reduction of the binding capacity of the proteins
can be achieved. To study antigenicity of cow milk proteing and protein fragments sera from
immunized animals on one hand and from sensitized human individuals on the cther hand,
can be used (Otani 1989 Otani etal. 198%). Comparing antigenicity of casein hydmlysate
to that of raw casein gives information on the e ficacy of hydrolyzis performed. Assessment

[T S ———
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Ejemplo: Ingesta de Fitoesteroles y
reduccion de carotenoides en plasma

* Lowering of plasma
carotenoids was
greater than that seen
with lower phytosterol
intake and was
partially reversed by
increased fruit and
vegetable intake.



Ejemplo: El mercurio del pescado puede
reducir los efectos cardioprotectores de los
Omega 3

MERCURY, FISH OILE, AND MYDOCARDIAL INFARCTION

MERCURY, FISH OILS, AND THE RISK OF MYOCARDIAL INFARCTION

ELEEr GuaLLaR, M.D. DR.P.H. M. INMaciisps Sang-Gawsron, M.D., M.P.H. PETER vaN'T VEER, PH.D.
PETER BACE, PH.D., ANTTIARD, M.D,, PH.D, JORGE GANEI-ARACENS, M.D, PH.D. JEREMY D. KaRK, M.D., PHD.,
RuCoLPH A, REMERSMS, PH.D., Josg M. MarTii-MaReno, M.D. DR.P.H.. ano Frans J. Kok, PHD.,

FOR THE HEAWY METALS AND MNOCARDIEL INFARCTICN STUDY (GROUP®

ApsTRACT

Background 1t has been suggested that mercury,
a highly reactive heavy metal with no nown physice
lagic activity, increases the risk of cardiovascular dis-
ease. Because fish intake is o major soume of expo-
zure to merury, the mercury content of fish may
counte et the beneficial effects of its n—3 fatty acids,

i In a case—control study conducted in eight
Eurcpeancountriss and lsmel, we evaluated the joint
amscciation of mercury levels in toerail < lippings and
docosahexaencic acid (C22:6n—3. or DHA) levels in
adi pose tissue with the risk of a first rryocandial infac-
tion amang men. The patients wen 824 menwith a
first diagnosis of myocardial infarction. The controls
wiem 724 men selected to be representative of the
same populations.

Resuks The average toenail mercury level in con-
trolswas0.25 wg per gram. After adjustment for the
DHA lavel and ccrona ry risk factars, the mamury k-
cls in the patisnts wers 15 percent higher than thees
in controls (56 percent confidence interval, 5 bo 25 par-
cent). The risk-factor- adjusted odds mtio for ryocar
dial infarction sssociated with the highest as com-
pared with the lowest quintile of mercury was 218
@5 percent confidence interval. 1.09 to 4.23; Pfor
trend= 0.00&). &fter adjustment for the mercury level,
the DHA level was inversely associa bed with the risk
of myocardial infarction iodds rmtio for the highe st vs.
the lowest q‘ulntlle, 0.59; 86 pearent confidenceinter
wal, 03010 1.19; P for trend=0.02).

Condustoni  The tosnail mercury level was dirctly
associated with the risk of myocand ial infarction, and
the adipose-tissus DHA kvl was inverssly associat-
= with the risk. High mercury content may diminish
the cardioprotective effect of fish intake. (N Engl J
Med 2002:347:1747-54.)

Copyright @ 258 Maszachusatte Modical Sacioty.

ERCURY s a highly reacthe heavy met-
alwith no known physiclogic acthity 22
Exposure to tonde levels of mercury re-
sults in peurologic and renal damage,
Eut the cansequences of long-term exposire e low
levels of mercury are poordy understood.2? Mercury
may precispose peopl to atherosslerotic disass by
prometing the production of free racicaks or by inac-
tivatigg seversl anticzidint mechanisms through bind -
ing to thicl-containing molecules ar to seleninm **
In 1995, Salonen et al. meported an increased risk of

coronary heart disease among residents of the Kno-
iu'o.uea in Finland whose hair samples had increased

vels of mercury.®” The participants in that study,
homever, had r\ehmzl'hlgh levels of mercury, which
were derived largely from locally contaminated fresh-
water fish.

Hish intake is 2 major source of exposure to mercn-
1y, mainly in the form of methydmercury.? Intake of
fish ar fish ails | kng-chain n— 3 polunsatarated fat-
ty acids) has long been hypothesized to prevent car-
dicrascular events® Too large, randomized clinizal
trials have sheem reduced mertality after myocardial
infarction among patients assigned to a diet rich in
fatty fish® or to fish-oi supplements, ! but the gener-
alizability of these findirgs to subjects without o
omary heart disease s uncertain. The results of epide-
miclogic studies reliting fish intake or fish-odl levels

has been suggested that mercury may counteract the
}:-emﬂcu] cardicvascular effects of n—3 farty acids in
izh. 247

To evaluate the asscciarion of mercury with the risk
of myocardial infarction, and to test the hypothesis
that high mercury levels may offset the inverse associ-
aticn between fish oll consumption and myocardial in-
farction, we assessed the joint association of mercury
Jevels in toensil clippings and decosihensensic acid
{C22:60— 3, or DHA) levelsin adipose tissue with the
tisk of a first myocardial infarction among men who
were participants in the European Multicenter Case—

Foum the Dipcimeat o Epidemicagy 1 Wikt e o Fomeion

ke Hophing Madical lanise
Egiceericinay ard Bicaseaics, Mo
tinaal S.:muall’nux])ulm Tomcite ¢ Fleakh s 11, Haceil £
SIS -G, MM BR ) e Saice o revenie Macizion

the i, T

Dgzanizician s Heboew Usimrsiy-Hadamb beule(P\.an: Eleakix
e Commmiy Madicise, Teranlers, lrsel (111 E rizrasnihr Ba-
gl Ea..w-_m.t. tocd Eingdlan, and
Urirersisy o Tezeome, Trormes, Mar-

e, A
seurch, 1024 E Mzeraare St., Site 3639, Bukinee, M) 2106 2205 ar
at egualirifph ks

“Ccher insentigacan ace bned (o the Appendic.

5 Emgl ] Bied, Vil 347, Mo, 22 - November 28, 2002 - wewneim.org - 1747

High mercury content
may diminish the
cardioprotective effec
of fish intake.



Ejemplo: El consumo habitual de Te se
relaciona con una menor masa grasa corporal

Relationship among Habitual Tea
Consumption, Percent Body Fat, and Body Fat

Distribution

Chaft-Hiing Wi, Femp-Hwa Lic Chin-Somp Chamg. Trai-Chen Chawg, Ru-Hseeh Wang, and Chiki-Ten Chang

Abstract

WU, CHIHHSING, FENG-HWA LU, CHIN-S0NG
CHANG, TSULCHEN CHARG, RULHSUEH WANG,
AND CHIHJEN CHANG. Relaticrehip among habimal tea
consumption, percent body fat, and body fal distribution.
Ctbes e, 2000, 11:LDEE-1 005,

jective: To disclese the possible relatiorehip berween
habitual tza consumption and changzs m ol body fat and
fat diztribution in humans.

Research Meakods amd Procedwres: A crossseciional sur-
vey of 1210 epidemiol ogical by sampled adulis (569 men and
6l women) were anrollzd in our sindy. Tza consumption
and other lifestyle charsztenstios were obtained by stroe-
tured questicanaires. Percent body fat (BFE} was messured
using bicelszwical impadance analysis. Body far disribo-
tion was assessed using waisi-bo-hip ratio (WHR )
Eesulie Amoag ihe 1100 anabyzed subjecis, 472 adules
(42093 cansumed 120 onoe or moee per week for at kast &
monihs. The habiual tea drinkers wepe male-dominat,
mere frequenily cument smokers, and akohol or ooffes
drinkzrs ihan ihe nonhahiial tea drinkers. Habitoal tea
drinkzrs for mors than 10 years showed a 19.6% reduction
in BF% and 2 2.1% reduction in WHR comparsd with
nonhakitual tza drmkers. The multiple stepwise ragression
medels revealed ihat men, clder age, higher EMIL and
cument smokers wene positive factors for BF% and WHR.
[n conirasi, longer dunation of habitual tea consumption and
higher ioial physical activity were negative facions for BF%.
Lenger duration of habirosl rea eomsumption, higher sooin
aconnmic skatus, and premencpausl sl wers negative
Faciors for WHEL

D e
Accuped i fical o Moy 16,
Dincariman: o Fumily Mnkcios, Sasiousd Chasg oy Uaieossiy Hompiil, Teams, Tai-
e

mm of Py Madici, Yakonsl

Adiun cormedanca (3 O
X n.:yru Teiz X, Tiiwa

g Kag Uoiwes sy Hompi
Al i R
Cappighe & 100 KAUSD
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Discoscion: A mverse relationsh'p may exist among ha-
bitual i2a consumption, BF%, and body fai disifibuiicn,
espacially for subjects who have maintained the habitof e
comumption for more than L0 years.

Eey words: ten, percent body Tat. bicelectrical imped-
onee analvsis, body fat distribution. woistsahip ratio

Iniroduction

Recendy, Dullos =t al. have demonsimaied the posiive
effect of tea on thermogenesis in rats (1) Increasing fa
exidation and 24-hour enzrgy expeaditrs in huoans wene
chezeved in healihy young men who consumed green iea
extrct experimentally (21 Funhermare, the fact that colong
tea exiract may enhance noradrenalme-induced lipalysis in
adipose tissuz and inhibit pancrestic lipise activity (%)
sezmed 10 suggest the possible antiohesity action of tea
comumption (41, Inieczstingly, wheiher these experimental
findings could be exirapolaied io the change of perceni body
fat (BF%)" in humans is still questionable. To the best of
cur knowlsdge, no homan sindy has bezn rzponed On ihe
ciher hand, i2a has also been proven to express @ cardic-
wascular-protective and lipid-lowering effect (5,6}, Several
stndies have shown a close relationship among general
chesy, cenwral (abdominal) obesity, and cardicvascular
mmortidity and moenlicy (7,2). Supposing there is a eelation.
ship betwesn tea conmmption and BF%, it woul be valu-
ableio know the possible effact of tea consumplion on body
far distribution. However, this i also an unexplored issue.

There are nomercus methods of memaring BFE and
body fat disiribuiion {9,100, According 1o a receni consen-
sus ezpan (L1, bicelzetrical impedance analysis (B1A) is a
feasible, relishle, and comparable method for measuring
BF% by wellraned professionals. On the oiher hand, ihe
World Hzakh Organization recomnmended that both waist

\ mmamdid whaiasmy GG, R by LA, b el Sy L
WHL m.n'mxww.l! alyia of . :

* An inverse
relationship may exist
among habitual tea
consumption, BF%,
and body fat
distribution, especially
for subjects who have
maintained the habit
of tea consumption
for more than 10
years.



Ejemplo: El consumo habitual de cafeina
reduce el balance de calcio

 However older
women do not seem
to compensate
adequately to
maintain their former
calcium balance,
especially when
calcium intakes are
below
recommendations.



Declaraciones de salud generalmente
aceptadas y declaraciones de salud
prohibidas



LOS “CLAIMS” RELACIONADOS CON LA
SALUD DEBEN ...

Ser cientificamente sostenibles.

Validos para el alimento tal y como es
consumido.

Comunicados clara, inteligible y
verazmente al consumidor.

No ser enganosos.



Reglamento (CE) no 1924/2006 del Parlamento Europeo y del
Consejo, de 20 de diciembre de 2006, relativo a las declaraciones
nutricionales y de propiedades saludables en los alimentos

Articulo 12. Restricciones en el uso
o de determinadas propiedades
et £ g 3 saludables

e dim
diciambra da 3008, rdardre s B dehmclon mrkiada v do progldab ol nd.uu- o &

e * No se autorizaran las siguientes
o s s o et declaraciones de propiedades
S rioruvice saludables:

L e =1 Diaria (idal de b Uniin Bumpea

SO S o i e a) las declaraciones que sugieran
por e e e & e i que la salud podria verse
e afectada si no se consume el
o Bembr bk s p o e ST R 2 alimento de que se trate;

S e el T b) las declaraciones que hagan

Fome 7t it c g fani 7 dian mi | d’::mn eadorei nn comgec| : l )

~='~,.-:~ S il LRI - referencia al ritmo o la magnitud

, :..:.‘:'m,*'“"’f.',“‘ ST T SO S Sroli :

b e e LL Cd e de la pérdida de peso,
o A ¢) las declaraciones que hagan

Syt T s e referencia a recomendaciones de

almerem. e ba aile paraladgasin g palu,

" b w médicos individuales u otros
o L gl b bt ik s bR ek i b profesionales de la salud y otras

By s &, i, i il el g s
';E::“T“‘ Rrbabe o S g e o Tyl vl prpedls e i b asociaciones no mencionadas en

e anfer e ks 1 I ahmmn s kel e et cm 13 e
v

bR Pt At el articulo 11.




QUE SON LOS ALIMENTOS
FUNCIONALES?

Documento de consenso de la Comision Europea y el
International life Science Institute (ILSI Europe)
(FUFOSE, 1999)

“Un alimento puede ser considerado funcional si se ha
demostrado de forma satisfactoria que posee un efecto
beneficioso sobre una o varias funciones especificas en
el organismo, mas alla de los efectos nutricionales
habituales, siendo esto relevante para la mejora de la
salud y el bienestar y/o la reduccion del riesgo de
enfermar”.

Ademas incorpora dos premisas: Debe seguir siendo un
alimento y debe ejercer el efecto con las cantidades que
normalmente se consumen en la dieta.




. Qué Claims estan aprobados en Europa
(JHCI, SNF, AFSSA) que pueden ayudarnos
a proponer o preparar Claims de salud?



Claims usados antes de la publicacion del
Reglamento 1924/2006



Nutrient Function Claims

4

FOOD

MEDICINE

Borderline Area



Nutrient function claims currently on the
market in the UK, e.g.




[Eéh

Joint Health Claim

Review of JHCI| Guidelines for the
Substantiation of Health Claims

An internal evalvation report

31% March 2008

eeeeeeeeee

Initiative (JHCI)

Approved claims

12/10/01 Generic health claim for
reduced saturated fat and blood
cholesterol

04/02/02 Generic health claim for
wholegrain foods and heart health

27/07/02 Generic health claim for
soya protein and blood cholesterol

06/05/04 Generic health claim for
oats and blood cholesterol

11/02/05 Generic health claim for
omega-3 PUFA and heart health
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Joint Health Claim Initiative (JHCI)

Project Start Date 01/01/03
Project End Date 00603
Project Code 700203

JHC

Cli
E]
Sy,

Fhe 013,

ms Initiative
Leatherhead

27D
3 78

Fax 013
www [hei co.uk

JHCI Ref: JHCUTG/03

FINAL TECHNICAL REPORT

PART 1:
A Process to Define and Identify Well-
Established Health Statements

PART 2:
A list of Well-Established Nutrient Function
Statements

A report by the Joint Health Claims Initiative to the Food Standards Agency

Prepared by
JHCI Executive Director

17" Dec 2003

Approved claims

Decreasing dietary saturates
(saturated fat) can help lower blood
cholesterol

People with a healthy heart tend to eat
more wholegrain foods as part of a
healthy lifestyle

The inclusion of at least 25g soya
protein per day as part of a diet low in
saturated fat can help reduce blood
cholesterol

The inclusion of oats as part of a diet
low in saturated fat and a healthy
lifestyle can help reduce blood
cholesterol

Eating 3g weekly, or 0.45g daily, long
chain omega-3 polyunsaturated fatty
acids, as part of a healthy lifestyle,
helps maintain heart health



T

oint Health Claim Initiative (JHCI)

Generic Claims Considered

JOINT HEALTH CLAIMS INITIATIVE The foIIowing claims are not

available for use under current
EU food law.

CODE OF PRACTICE ON HEALTH CLAIMS ON FOODS

PREAMBLE

The Joint Haalth Clamms Intiative was established in Tune 1997 as a joint venthwe befwesn
consimer crganizations, enforcement anthorities and industry bodies to establizh a code of

e e e et e « 15/02/02 Generic health claim

The Imtlat ve followes from meveased recogmtion of the role of diet in maintaining good health

T T e TS g g for fruit and vegetables and

issue for the food indushy, law enforcement officers and consumers, not only to

suamer but also to promets f2ir trade. In recognition of this, MAFF mitiated 2 t
| Foods Initiattve m 1994 to provide a systematic overview of the market S O l I I a C Ca n Ce r
requurements. As a part of the imtiatrve, MAFF hosted a senies of meetings at the end of 1995
uvolving the mierested parties, dunn’ which it became cl ear that there were arsas of
agesment on how health clamns should be regulated and that m the absence of EU
lezizlation, clarification of the existing law, such zs through guidelines or codes of practice
goveming the uze of health claims, was required.

The Food Advizony Conmittas took the izsue Sorward by developing draft guidslines, which [ 1 5/02/02 Generic health Clai m

zted for commiltation i December 1996, However, _ollomng the three month
paned, the callmg of a general election delayed progzess. As a result, the Foed .

and Drink Federation, the National Food Alliance (now known a5 Sustain the Alliance for fo r fru It a n d I u n g Ca n Ce r
Batter Food and Farming, refemed to thoughout as “Sustain”™) and the Local Authority Co-

ordmatimzg Body on Food and Trading Standards establizhed the Joint Health Claims hnitative
to progress the work zlready done i this avea and build on the consemsus betwesn all
interested parties establizhed at the end of 1995, The approach has been that of 2 parmership
between food manufachmers and retailers, enforcement officers, regulators and consumers.

. .
b g G e b el « 15/02/02 Generic health claim
framework governng claims was both incomplate and inflextbla, and hence too permizsive in
some zrezs and too restictrve m others, with many areas of uncertamty open to mubjsctrve

i - | for vegetables and bowel

All members of the Inbative believed that there was a need to clar.'f}' and strengthen the

requitements for evidence to substantiate health claims. They alse t_ou_ht that, once Ca n Cer
scientific validity had been established, claims should be able to express clearly and mere

directly the increasing variety of relationships betwesn foods or food components and human

hizalth nowr baing docursentad by ressarch.

S UMIUHCTOODEFINAL (i)




swedish

EQ\J nugrition
F foundation

SNF Swedish Nutrition
Foundation

Reduction of disease risk claims - nine
allowed connections

1) Overweight/obesity - energy

2) Cardiovascular disease — blood
cholesterol levels -

a) hard fat
b) certain types of dietary fibre

3) Cardiovascular disease — blood
pressure - salt

4) Cardiovascular disease — omega-3-
fatty acids from fish

5) Constipation — dietary fibre
6) Osteporosis — calcium and/or vitamin D

7) Caries — sugar / fermentable
carbohydrates

8) Iron deficiency — iron
9) (Coronary) heart disease — whole grain
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swedish

N _nufrition
aundation

SNF Swedish Nutrition

Foundation

Health Claing in the Labelling and Marketing
af Foad Products. The Food Industry’s Rules
(Self-Regulating Progranme)

The Swed

donnenal of Natriti P g Vi 45 185, 2000

1code on health-reated claims in action

—extended to product-specific physiological claims
By Nils-Georg Asp and Mari Trossing

ABSTRACT

® THE SWEDISH VOLUNTARY CODE on healdh

af faod products was recendy extend to “product specific physialgical chims” {sbbreviated
PFP in Swedish). The first expert puneks have been st up by the SNF Swedish Nusition
The

Famndation for the required qme-markesing evalizfion af the

Enific documenatio

Assessment Board for Diet Health Information (abbrevisted BEH @ Swedish) ws established
an 23 Navember 2001 and & naw availbble for pos-marketing awessment of paricular
markeSng and labelfing acSons hathave been questioned inrelagon tothe Code.

I'xunmm of the Swedish O llﬂl.

Afer i} atthe Deg

Swedish voluntary Code “Health ("J.\mu i the Lahelling .u|d
Markedng of Food Products™ could he extended to “product

specific physiolagicalclaims™, PFPin Swedish. The
respansle organisations hehindthe Code -the SwedishCacpe

mative Unian, the Federation of Swedish Farmers, te Swedish
Food Federation, the Swedish Fedemation of Trade, and e
Swedish Food Retil Assaciation —formed 2 steering group, The
exfended Code has two main pars: 1) The pre-marketing eva
luasSonof e scientific document aSonal claims, plammed fobe ed;
and 2)The Assessment Board for Diet Health Informaton o deal
withcomplaims onmarkedng actions m reladon w0 the Code,

Evaluation of sdentific documentation

The requized pre-marketing evaliaion af the sciensific docu
mentation behind 3 roduct specific physiokbgical claim &
handled by SNF Swedish NariSon Foundagon and descrived m
detail in this issue of Scand J Nur (pages 190.191 ). At least firee
independent experts are appeinted case by case by the research
haard of SNF. Their repart s #o become publicly available,
togeher with the human effect studies, when the mraduct is put
an the marke! with the claim.

The Board (BKH)
The Asmesiment Bourd for DietHealth Informason, hence
refermed 0 23 the The Board (BEH), was estabiished an
November23, M01 The Board (BKH) will deal withcomgilains
25t whedier a paricular marketing and labelfing acan
comgiies with e Cade. After giving the markeder an agpar
tunity o exgilain and t justify the markefing, She Board (BKH)
will decide whether the complxint & % be upheld ar net. The
Baard (BEH) comsists of 2 chairman, 2 vice-chairman and 2
secretary, all lowyers with 2 goad knawled ge af marketing Laws

Different health-related claims

The ariginal Swedsh ('ode fram 1990, revised in ]9@" was
limited tn peneric claims in two steps towell
diet-health commections, These eight camnections are: 1) Ohesity

energy conent, 2) Chalesterol level in the blood - fat quality
or same saluble dietry e, 3) Blood pressure H] (‘odmm
chiaride), 4) Adh i ~ hlaad chal
presse, n-3 {omega-3) fatty acics in fat fish and fish praducss,
5} Constipation - dietary Fibre, &) Oseoporosis — calcum,
7) Carier - absence of sugars and ather easily Fermented carba
hydraes, 8) Jron deficiency — fon conmtent. Provided that the
clzims are made s&icdy in two sieps and i the comext of 2
heakthy balnced diet, the ariginal Code allows peneric redic-
rion of disease risk daims,

Producs-specific physidlogical claims scoording % Seexien
sion of the grogramme means chims sebied o 2 specific

physialagical effect af the product itself, accrding to 2 1998

repert from SNF Swedish Nurition Fomdation and the
iams behind the e (12). 1t o

product-specific i ned i

from Codex Alimentrius (3) and Comncl of Ewrope cd> .md
wauld be classified a3 innovasive chaims sccanding to ¢
Juint Health Claims Initistive (5).

Nutrient function claims ane defined by Cadex and naw als
regarded 3 2 kind of (generic) healt claims (3).

The ariginal Swedish Code is subje h including
recomsiderafian af the diet-health comecians ampraved far
generic clxims. The process afsuch 2 nevision has stried. Rules
far the e af mert funcson clxims shauld then alsa be elbars
ted. Such clai inbriefinthe resent Code.

TFORMATION
Informagon about the Swedish Code can be found
am the website of te SNF Swedish Nuirition FoundagSan
www, snfideon, s

The President of the Skine County Admim. ive Cowrt,

Gunilla Hedesten Namdin, wh perticipeted in theesshbshment REFERENCES

afthe ariginal Codein 1990, was elected ciniral e Board. Five |+ ERC L B wie d e -

Board members nepresent the nespemsibile arganisasians, two T&ﬁvmm \urmm-lm T Sl

represent medical and musitiom] experfse and two members 2 Froposal for e nsion

reprent pubic e, upecu]lv commumes inierest. Resides b ,.,.,a,u,,., #
pivy e > uﬁ\am s e e . TN :

The charteral the acmd(amnupumm:dmamum(p 192). me&rx:am..im_fd

Pirtaopt §c e \1,... 'r......,, M5

heentn, w the Cole, SNF Swelsh Nurtin Fomin,
Rvnh Fk B nm T W L Sweden. East P

Sl ] NN g e skeaing 4101

| e hesith. Techaical detises - Gualeaes i ag sised:
ot of hesith-me o] s for S Eemal fonds, 2Tuly 2001

[k ey

U T i Chaios e, Apbw v hc. ok o

189

SWIVTD HLTV3H ¥ SO004 TVYNOILINNG

Health Claims in the Labelling and Marketing oo SMF Swedish Nutrition Foundation

of Food Products Ideon Ressarch Park - SE-223 70 Lund « Sweden
The Food Industry’s Rules Phone + 46 46 286 22 82 - Fax + 46 46 286 22 81
(5elf-Regulating Frogramme) ‘mari trassing@snf.ideon sz « sk ideon.se

Application Form for Evaluation of Scientific Documentation
behind a Product-Specific Physiological Claim

The food products referred to in the programme should be part of a normal diet and not dietary supplements
or ather substances in the form of capsules. tablets . dragées. powders or the like. All parties concemned
should treat the application confidentially.

'I “he following shall be induded in the application:
Nutrition declarstion, containing st least energy and seven nutrients { groap 2 sccarding o Nutrition Declaration
Ordinance, SLVES 1993:21 i.e. protein, carbohydrates, sugass, fat, samrsted fat, dietary fibse and sodinm)

*  Information on consumption needed i sttsin the desined physiologcal effect and potential rak in the event of
overconsumption.

*  The human mlcranum slu.iymu.im m\ which the clam is primanily based., if desired in summary with
refesence b that have performed the stady.

«  Additional d i m». mited sfer htion with, nd directly to, the appointed experts.

The undersigned/applicant:

hereby requestis) the SNF Swedish Nutrition F ion to initiate ion of the & ion behind
the following health benefit of the product in accordance with the extended Swedish Code Practice: “Health
Claims in the Labelling and Marketing of Food Products: The Food Industry’s Rules {Self-Regulating
Programme)™ of 2001,

Signed:
Place/Date; S —
Applicant:
Mailing address:
Phone /Fax:



Logotipo

"Documentation
supporting the health
benefits of this
product has been
evaluated in
accordance with the
Food Sector’s Code
of Practice. hp-
info.nu”



Examples of appropriate wordings for
generic reduction of disease risk claims

1 | A nutnitionally balanced diet with a well-adapted energy content is a key factor in
, maintaining one’s weight. Product X has a lower energy content than
S swedl h't * corresponding normal products.
N EH ';-'::' r; on () A nutritionally balanced diet with a low saturated fat content contribmtes to
F o a lower cholesterol levels in the blood and can thereby reduce the sk of
cardiovascular disease/atherosclerosis. Product Y has a low saturated fat content.

(D) A nuiritionally balanced diet high in soluble fibres from oats {beta-glucans) can
contribute to lower cholesterol levels in the blood and thereby to a reduced risk of
cardiovascular disease/atherosclerosis/hardening of the artenies. Product Z is high
in soluble oat fibres (beta-glucans).

3% | A nutnitionally balanced diet with a low sodium/salt content can contribute to lower

blood pressure and thereby to a reduced risk of cardiovascular

disease/atherosclerosis. Product 2X has a lower sodmm/salt content than
corresponding normal products.

4 | A nutritionally balanced diet high in long omega 3 fatty acids from fish and fish

products reduces the nisk of cardiovascular disease/atherosclerosis. Product Y'Y is

high in long omega 3 fatty acids.

A nutritionally balanced diet high i deetary fibre 1s important for maintaming

bowel regularity and reduces the risk of constipation. Product ZZ 15 high in dietary

fibre.

6 | A nutrittonally balanced diet high i (a) Caletum, (b) Vitamin D, () Caleium and

Vitamin D reduces the risk of osteoporosis. Product 330 15 high in (a) Calcium,

(b) Vitamin D (c) Calcium and Vitanun D.

7 |Frequent consumption of products containing regular sugar (or other carbohydrates

that are easily broken down by bacteria in the mouth) increases the risk for caries.

Product YY'Y contains no sugar.

§ | A nutnitionally balanced diet high i ron reduces the risk for iron deficiency.

Product ZZZ is high in iron.

0% A healthy lifestyle and well-balanced diet high in whole grain products (z) reduces

the risk of corenary heart disease, (b) reduces the risk of heart disease. Product

JO0CCK has a hish whole grain content (Y% whole grain).

A Claims regarding tlns connection can be worded to state (1) the connection between hard fats
or certain types of dietary fibre and reduction of the risk of cardiovascular
dizease/atherosclerosts, or (2) only the connection between hard fats or certain types of
dietary fibre and blood cholesterol levels. When using the first alternative, the claim should
clearly state that it is the risk factor “cholesterol level in the blood™ that affects the risk of
disease.

5 A claim must be worded to clearly state that it 15 the risk factor “high blood pressure” that
affects the risk of disease.

© A new claim introduced in this version of the Code. A claim must be formulated according
to one of the alternatives given here.

-]
=
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Product-specific physiological claims
PRIMALIV

Sl Jilton « 200 g flavoured or
e i "natural” yoghurt with

marknudsldning av livemed el
Livamedelshram chens regler

i 26,5 g musli based on oat

Health Claims in the Labelling and Marketing
ol Fastedd Products

o bran enriched in beta-

¥ firand ¢ hetrdflande gromkning av vetenskapliz dekumenivtbon hakam g I u Ca | I S []

predukispediliki hilepistiende

Prodaln

Hamma nlatining

L]

Primaliv yveghurt med miisll, pertensfépackning med 208 7 vaghurnt ech 265 g misli . ‘ Ial m acce pted L

Tilbver bizee M arkwadsie are "

Skdnemejerier k. Br., Malmé
"Reduces glucose levels

Prosdidotens dolpamentanon bar grassons enligt Iveme debsbrms dhens mgle. Demodar pd

i mmisden som B fogas amsbinan am gmesioing sidjer an prodsloes rafor s mmar vl L1}

i o calg el koo boar ) eftermdbd. Poduloen sioal | Sverenss simma med dan som amvints afte r th e m ez i I

i smadie I, mmedl lmde 4 g B gholom. P s oo sioall vara demsamima somm i den »

reade produimen

Statement concerning evaluation of the scientiflec documeniation behind o produc

specilic healih claim

Proadics
Primaliv yeghurt 208z} with misl {26.5g)
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Product-specific physiological claims
BECEL PRO-ACTIV

Becel pro.activ yoghurt drink
(single shot minidrink): 2.9% fat, 2
g esterified plant sterols/shot (100
9)

“Becel pro.activ yoghurt drink
lowers total and LDL-cholesterol.
Intake of one drink/shot per day
has a cholesterol lowering effect”.



Product-specific physiological claims
PROVIVA FRUITDRINK

* Fruit Drink with Lactobacillus
plantarum 299v

* The reviewers came to the
conclusion that the product is
interesting and that an effect to
decrease flatulence is reasonably
well documented. But the scientific
base is not yet solid enough for a
wider product-specific claim
regarding IBS-like complaints.



Product-specific physiological claims
JULIA

 Hard cheese based on
rapeseed oil, 17% total
fat.

« “Replacing ordinary
cheese with Julia may
contribute to lowering
blood cholesterol”.



Product-specific physiological claims
BENECOL

Benecol drinkable yoghurt
(single shot minidrink), 1.4%
fat, 2 g esterified plant
stanols/shot (100 g).

“‘Benecol drinkable yoghurt
effectively reduces blood
cholesterol”.



Product-specific physiological claims
VALIO MBD

Milk-based drink containing L.
rhamnosus GG, L. rhamnosus
Lc705, P. freudenreichii ssp.
Shermanii JS and a
Bifidobacterium strain.

“Helps to reduce IBS-
symptoms/helps to relieve
lower gastrointestinal
discomfort”.



Products with a documented low
glycaemic index (Gl)

Weight Watchers Pasta Bolognese, Heinz AB

Weight Watchers Kyckling Verona, Heinz AB

Axa Balance Gl-ruta, Lantmannen Axa

Axa f-musli russin/banan/kanel osotad, Lantmannen Axa

Risifrutti Fiber, Procordia Foods AB

AXA GIndex/Havre, Lantmannen Axa

ReGl , Nord Mills AB

AXA Balance osotad musli kanel & frukt, Lantmannen Axa

GoGreen GoAfrica, Lantmannen Axa

GoGreen GoCarribea, Lantmannen Axa

GoGreen Golndia, Lantmannen Axa

GoGreen Goltaly, Lantmannen Axa

GoGreen GoMalaysia, Lantmannen Axa

GoGreen GoThai, Lantmannen Axa

AXA Balansbrod Yoghurt, Lantmannen Axa i@ ‘Wﬁ:f}',-ﬁﬂ”
-

n
foundation



. Agence Francaise de Sécurité
2¥2  Sanitaire des Aliments (AFSSA)

Aprés consultation du Comité d’experts spécialisé (CES)
«Nutrition humaine» réuni les 26 janvier et 23 mars
2006, I'Afssa rend I'avis suivant :

L’objectif de ce document est double :

1. contribuer a ’'homogénéisation et la cohérence de
I'évaluation des allégations nutritionnelles et de
santé par les experts du CES «Nutrition humainey;

2. proposer un guide aux industriels pourla
constitution de dossiers en vue de I'évaluation des
allégations nutritionnelles et de santé.

Les présentes lignes directrices répertorient un
ensemble des critéres jugés pertinents par les
experts du CES « Nutrition humaine » pour
I'évaluation des allégations. lls sont regroupés en 4
grands themes:

- les critéres d’exclusion définitive de I'allégation,
- 'évaluation du produit portant I'allégation,

- 'évaluation de I'allégation o données établissant
un lien entre le nutriment et I'effet revendique
o pertinence en termes de santé publique

- la formulation de I'allégation et sa
compréhension par le consommateur,

De l'intégration de I'ensemble de ces critéres dépend
l'avis définitif rendu quant a la justification
scientifique de I'allégation.



Evaluation de justifications des allégations concernant
I’effet de I'inuline sur la flore intestinale humaine

B SZURIE Sarsasing

Mazisons-Alfors, le 22 décembra 2000

AVIS

de I Agence francaise de sécurité sanitaire des aliments
relatif a I'évaluation de justifications des allégations concernant I'effet de 'inulin
sur la flore intestinale humaine

a
contrdle de la contammation microbiemme sont inférieurs @

(,m.l_derz_tqu.e] o nivean d'utilisation proposée n'excédera pas 4327 les dommées
d’estimation foumnies par lepe tionmaire ; qu ..necm:n_omnaum"\m' 320z paut
ubles 1

(flatulsnces, crampss abd sans danger

£ i ;i ables ; que des cas de
accharides 3 motif répéntif avec modm:t n d'anficcaps

(stimmlation de la croissance des
actari autorizde p ur & autres polymeéres de fuctose : les
o'.lgc'a ].mde (FCIS cmomu_DP mfene..lalﬂ

L’Agence frangaise de sécurité
sanitaire des aliments estime que:

L’allégation «la prise orale
d’inuline DP9 augmente
significativement la population de
Bifidobacterium dans l'intestin
humain» est acceptable, cette
allégation devant toutefois étre
accompagnee des précisions
suivantes, sans que puisse étre
revendiqué un effet bénéfique
préventif ni curatif sur la santé :
«consommation minimale de 9 g/j
pour obtenir I'effet allégué -
apparition possible de troubles
intestinaux en cas de
consommation supérieure a 20g/j»



Evaluation des allégations d’une huile spéciale
assaisonnement a teneur garantie en vitamine E et
riche en acides gras oméga 3

Tk T MAAL

mEFuRLIS
[LPEEIT

Mxtors-Alfor:, [ 28 mai 2001

AVIS
de I'Arence frangaize de securise sanicsire des aliments
reladfa I cwl'usuundr.a.'lll-pmns d ume buile spécisle saiionmement 3 fenenr
garange sn vitamize Eof ricke en acides gras oméga 3

L'Agencs frangaiea do securics samitairs des aliznens 2 @t saisie Lo 4 octobrs

on des allegitiom: d'vme huile .leCIaJD
% E ot ricke sz 2cides gmas omeéga 3.

abirsion du comitd dsapants specialisd Nuiriton Eumee
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Martiz FIRSCE

L’Agence francaise de
securité sanitaire des
aliments est favorable

a l'alléegation « les
acides gras oméga 3
participent au bon
fonctionnement du
systeme
cardiovasculaire»



Evaluation des justificatifs concernant les allégations
revendiquées pour un jus de raisin

L’allégation «naturellement
riche en antioxydants»
peut étre acceptable a

condition de spécifier la
nature des antioxydants
pour ne pas induire le
consommateur en erreur,
une nouvelle formulation
de l'allégation tenant
compte de cet element
pourra étre proposee par
le péetitionnaire.



Evaluation de «yaourts» enrichis en esters de stanols végétaux,
accompagnés d’une allégation faisant état de I'effet sur la
reduction de la cholestérolémie

L’Afssa considére :
Concernant I'allégation :

L’utilisation de I'allégation «enrichi
en stanols végétaux qui aident
a réduire le cholestérol dans le
cadre d’'un régime adapté » est
justifiée pour des «yaourts»
dont la composition est proche
de celle des yaourts allegés en
matiere grasse (environ 0,7 g
de lipides pour 100 g de
yaourts)



Evaluation des justifications scientifiques des allégations «la lutéine
contribue a protéger la rétine et le cristallin de I'oxydation», «la lutéine renforce
la protection de la rétine et du cristallin contre I'oxydation», «la lutéine est I'un
des constituants majeurs de la rétine et du cristalliny», «la lutéine, constituant
majeur de la rétine et du cristallin, contribue a protéger la rétine et le cristallin de
I'oxydation» relatives a un complément alimentaire contenant de la lutéine sous
forme libre

L’Afssa estime que :
les allégations

- « la lutéine contribue a
protéger la retine et le
cristallin de I'oxydation »

- « la lutéine est un (des)
constituant(s) de la rétine
et du cristallin » sont
scientifiguement justifiees



Evaluation des justificatifs scientifiques concernant les
allégations présentes sur I’étiquetage d’un lait fermenté contenant
notamment du Lactobacillus casei DN-114 001

L’Afssa estime que :
L’allégation «participe a
renforcer les défenses

naturelles de
'organismey», remplacant

I'allégation «aide a renforcer
les défenses naturellesy,
est justifiée.



Evaluation des justificatifs concernant I’allégation «contribue a diminuer
la fixation de certaines bactéries E.coli sur les parois des voies urinaires»
et sur I’emploi de la «cranberry/canneberge» ou «Vaccinium
macrocarpon» dans des jus concentrés, des compléments alimentaires et
un cocktail/nectar de jus

L’Afssa estime :

que l'allégation «contribue a diminuer
la fixation de certaines bactéries
E.coli sur les parois des voies
urinaires» est acceptable
uniquement pour le jus du fruit de
la plante Vaccinum macrocorpon
et la poudre de jus du fruit de
cette plante; les données sont
insuffisantes pour attribuer cette
allégation au cocktail/nectar.



Evaluation des justificatifs concernant I’allégation «contribue a diminuer
la fixation de certaines bactéries E. coli sur les parois urinaires» pour un
nectar/cocktail de jus de cranberry / canneberge

L’Afssa estime que
I'allégation «contribue a
diminuer la fixation de
certaines bacteéries E. coli
sur les parois urinaires»
peut étre etendue au
cocktail/nectar de jus.



Evaluation des allégations nutritionnelles concernant I'effet bifidogéne de I'inuline sur la flore intestinale
humaine : «L’inuline native de chicorée est bifidogéne (stimulation de la croissance des bifidobactéries
intestinales) a un dosage quotidien de 5 g/j.», «L’inuline native de chicorée stimule la croissance des
bifidobactéries intestinales a un dosage quotidien de 5 g/j», «L’inuline native de chicorée est prébiotique a un
dosage quotidien de 5 g/j» et «L’inuline native de chicorée a un dosage quotidien de 5 g/j aide a maintenir une
flore intestinale saine dans le célon»

L’Afssa considére que :

- La consommation quotidienne de 5
g d’inuline native de chicorée est
bifidogene ;
- Les allégations «L’inuline native de
chicorée est bifidogene
(stimulation de la croissance des
bifidobactéries intestinales) a un
dosage quotidien de 5 g/j.»,
«L’inuline native de chicorée
stimule la croissance des
bifidobactéries intestinales a un
dosage quotidien de 5 g/j.»,
«L’inuline native de chicorée est
prébiotique a un dosage quotidien
de 5 g/j» sont scientifiguement
validées.



Evaluation des justificatifs concernant les allégations : «8g/ j
d’oligofructose enrichi en inuline augmentent I’absorption de
calcium» et «8g/ j d’oligofructose enrichi en inuline augmentent la
densité en calcium de 'os».

L’Afssa estime donc que :

- l'allégation relative a
'augmentation de 'absorption du
calcium peut étre acceptable sous

plusieurs conditions :

- (i) larestreindre a la seule
population des adolescents car
elle n’est pas démontrée pour

d’autres populations

- (i) gu’elle ne soit pas aussi
affirmative car les données de la
littérature ne permettent pas
d’affirmer que la dose efficace
journaliére est de 8 g/ |
- (iii) que si I'absorption du calcium
peut étre favorisée, la littérature
ne permet pas d’'affirmer de fagon
certaine qu’elle est augmentée.



Netherlands Code of Practice

Foods and dietary supplemenis
with health claims

G

Voluntary code for
assessing the
scientific evidence for
health benefits stated
In health claims on
food and drink
products



2 R

Approved Health Benefits

. Phytosterol-enriched margarine (Becel pro-active) and

LDL-cholesterol lowering (1999)

Bread with added n-3 LC-PUFA and lower risk of fatal
coronary heart disease (2000)

Phytostanol ester-enriched margarine and yoghurt
(Benecol) and LDL-cholesterol lowering (2001)

Bread with added prebiotic (Frutafit® inulin) and bowel
function (2003)

Yoghurt with probiotic (Bifidus Essensis) and bowel
function (2004)

Bread with added OatWell® fibre and LDL-cholesterol
lowering (2005)

. Yoghurt with probiotic (LGG) and intestinal barrier

function (2006)



Margarine (and yoghurt) with
added plant sterols (Becel pro.active)

Extra cholesterol
lowering effect of
using Becel pro.active
margarine as
compared with usual
margarines



Bread with added 3-glucan

(OatWell®

Assessment Report 19-04-05
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Daily consumption of 140 g of
Pro-FIT® bread (4 slices,
providing 3 g B-glucan from oat
bran per day), has been shown
to reduce the serum
concentration of lowdensity
lipoprotein (LDL) by 3% within
three weeks, in persons with
elevated cholesterol levels.



Danone Activia with Bifidus
Essensis®
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Vifit® yoghurt (drink) with LGG®
(Lactobacillus rhamnosus Goldin
& Gorbach)

ASSISEMENT RIPORT VIFIT 14-0-2000
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onsumption of at least
one portion of Vifit®
per day supports the
arrier function of the
intestine.



Bread with added prebiotic
(Frutafit® inulin)

Consumption of three slices of
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Vitaalbrood® flora per day
supports a well-balanced gut
flora composition and colonic

function by selectively
stimulating the growth of

Bifidobacterium. Vitaalbrood®

flora contains at least 5 g
Frutafit®-inulin per 100 gram.



Benecol® Line

Armurzra it Mapart

Two to three servings of Benecol
S— margarine, Benecol Light
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Srzaming the itz svidencs for health bansdric rtated n hea'S dare on feodand deimk
produc: 1Eed. The spplizant submisied & high qual=y dezrier, b co-opaeasad fully imthiz
nrzareant snd haz provded e urdse o gresd wech all the nformation reoguesrted.

The de=izier o the underzignsd ress

1. W mcpectic Bansco! Y% rmargenns
Thars iz safhoent wiantific svidescn, &z refarrad &2 in the Code o Practios, for the Heals
Sarat it dacoried aboos.

2. iR mcpeact ic Benecn] iphs margerine:
Thars iz sefficent wiantific svidescs, o refarred to in the Code of Prectios, for the Hesls
Sarat it dacoried aboos.

1. W mcpectic Banscol praperstion veith woghar:
Thars iz safhioent isntific svidescn, a: refarrad &2 in the Code o Praction. for the Hes
Saatit dacoried aboon.



Yakult® fermented milk product

ASSESSMENT REFORT YAKULT® 0= 11006

Tha wifwdinssi g vl 2
1. Prol il Venk 1y of Crovingan
L. s E. Kamp WD, Division of H u=an Sulr laganiog sty

3 F.M. Nagengasi PhiD, Depariment of Gastroantarcl
& Pl L. de Vuys, Ressesch Group of Industnial Merabialogy

M cal Cactra B megan
ju Urvenrsita, Erussl

il th Applcant Yakult Eurags BY, 1o

Frosfuct!
Yakult® fermented milk product, costeinioeg Lectabaclive case slren Shisela [LeS).

smaith Eanefit:
Drinking ot beast one Beatle (65 ml} of Yakult™ per day

1. W improve bowel habit in subjects whe are susceplible 1o co paticn

3. y suppait a well-balanced gut micrebiota through an increased number of
lactokacilli.

In Dutch:

Congumplin wen e =inee dbn portis (65
1. wanda stoalgang werbetersn B p
1. kanbjdragen agn aen avansichtige d

Yakul® gafarmaniasrds =ak par dag
w guvosly Sin voor conalipatia

B

wie door een lasame van bal aantel lectabacilen.

Tha dacision ol ha paral rasda:

Thaa @& sullicient scientilic evidence, & ralamad 1o in tha Code of Practios, for the Health
Bemelits 1 and 2, & dascribad & h

Redeiences:

- Apgstt Pl Antcine 3, Aap N-G st al. Trasceime Prooes for Bae Asveas et of Scieth' c Suzpact for
Cebme aa Foosde; Conssesus on Crbeca. Bar 1 Buir 200548 Suzpl 0215230
Aashara T, Tacshashil M, Mcmcho K st al. Asssanmiert of selsty of lecichaclos wieine Sessd o7 resisances
iz koot ianats dsfense mschaneme. Oin Dege Leb inmencl 2003; 10-189-7
Borrimlz 5P, Hammes WP, Foleaplsl W st al. Sefsty of probictice that cortan leciobadll or bifidobactesia.

i Iefect Din 2000, 3808 = 7 75-00.
Cummings I, Arbara 19, Aczinzs F et ol PASSCLAIM.-gat bsath and immunky. Bar ] Maltr 3004;41 Suppl
T-IN118-11173.

e Prater V, Gatosn K, Wersrugzhe K o al The o viso uss of tie rable botoze-latsled bomarce
actam-| 15 ursids and | 244]5pmine o avss Tects ol zro- wrd Ere-sictics on te ndsrtingl e of
asality hurrat sclarbssrm. Br 0 Holr 2004 90 429448

e Foce MM, Katen MB. Biacts of probistic bacteris cr durrkss, (pd metabolim, and cerminogensst 8
seview of pazsry publabsd Ssbessr 1550 ard L9938, Sam 5 Oin Malr 2000; 72020400810,

FACUWHD connaBation. Hesli end autsbizna) propertes of probicticn in facs
win bes lactiz 0o bacteria, 2001

abtp e whe i Todentets fpabicat st h_managemanbiendzmintce odl 14 mp
Gbman GR, Warg ¥, Regusbars sllsct of Sfdobacharia cr he growtk of othier colorkc bacteria, 1 Azpl
Bactarial 1964 4 o

cuding powser mil

Drinking at least one bottle (65
ml) of Yakult® per day may
improve bowel habit in
subjects who are susceptible
to constipation AND/OR may
support a well-balanced gut
microbiota through an
increased number of
lactobacilli.



;. Qué Claims estan aprobados a nivel
internacional (FSANZ, FOSHU, FDA) y que pueden
ayudarnos a proponer o preparar Claims de salud?



Regulatory Framework

A Comparative Analysis of the Regulatory Framework
Affecting Functional Food Development and
Commercialization in Canada, Japan, the European Union
and the United States of America

Barry L. Smith
Michelle Marcotte
Gordon Harrison

March 31, 1996
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The name and address
of the manufacturer,
packer, or distributor

The common or
usual product name

Approved nutrient claims if
the product meets specified
criteria

The net contents in
weight, measure, or
count

Approved health claims stated
in terms of the total diet

The serving size and
number of servings
per container

kCalorie information and
quantities of nutrients per
serving, in actual amounts

Quantities of nutrients as
“% Daily Values” based
on a 2000-kcalorie energy
intake

Daily Values reminder for
selected nutrients for a
2000- and a 2500-
kcalorie diet

kCalorie per
gram reminder

The ingredients in
descending order of
predominance by weight



FF regulations in USA

Three types of claims allowed in USA

Type of claims for food and

Law
supplements

Nutrition Labeling & Education
Act (NLEA)

Health Claims
Food and Drug Administration

Modernization Act (FDAMA)

Dietary Supplements Health

Structural & Functional Claims Education Act (DSHEA)

(NLEA)

Nutritional Claims
HEH ' (FDAMA)




12 Health Claims allowed
under NLEA in USA

Compound

Hillness

Requirements

the product must have a
high content in Ca

Calcium Osteoporosis the content in P cannot be
higher than that of Ca

Sodium Hypertension Efg%%rr?fl ilrj]cthUSt havea low

Eat Cancer the product must have a low

content in fat

Saturated fat & cholesterol

Cardiovascular diseases

the product must have a low
content in fat

the product must have a low
content in cholesterol

Cereals containing fibers, Fruits &
vegetables

Cancer

the product must have a low
content in fat

the product must represent a
good source of fibers

Fruits & vegetables

Cardiovascular diseases

the product must contain
0.6 g fibers / serving




12 Health Claims allowed
under NLEA in USA

Compound

Hillness

Requirements

Folate

Neural tube anomalies

40 ug /400 pg servings

Fruits & vegetables

Cancer

Should represent a good
source of Vit-A and C, low
fat and high fibers

Polyalcools sugars

Tooth decay

Should contain no sugar

Should not decrease saliva
Ph under 5.7

Fibers in Oats and Psyllium

Cancer

Should contain a least
0,75 g soluble fibres /
serving

Soya protein

Cardiovascular diseases

The products should have
low content in Fat and have
low cholesterol

Phytostanols & phytosterols

Cardiovascular diseases

the product must contain
0.6 g phytosterol / serv. or
1.7 g phytostanols / serv.




FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

« Calcium and Osteoporosis

— “regular exercise and a healthy diet with
enough calcium helps teen and young adult
white and Asian women maintain good bone
health and may reduce their high risk of
osteoporosis later in life."

— reduced fat milk, fortified orange juice



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

* Sodium and hypertension

— “Diets low in sodium may reduce the risk of
high blood pressure, a disease associated
with many factors”

— unsalted tuna, salmon, low-fat milks, cereal,
pastas, sherbets



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

* Dietary fat and cancer

— “Development of cancer depends on many
factors. A diet low in total fat may reduce the
risk of some cancers”

— fruits, vegetables, reduced-fat milk, cereals,
pastas, flours



FoA _ _
Health Claims: Characterize the
Relationship of a Nutrient to a Disease

« Saturated fat & cholesterol and
coronary heart disease
— “While many factors affect heart disease, diets

low in saturated fat and cholesterol may
reduce the risk of this disease”

— fruits and vegetables, skim milk, cereals,
whole grain products, pastas



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

* Fiber and cancer

— “Low-fat diets rich in fiber may reduce the risk
of some types of cancer, a disease
associated with many factors”

— whole grain breads and cereals, fruits,
vegetables



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

* Fiber and coronary heart disease

— “Diets low in saturated fat and cholesterol that
include 3 g of soluble fiber from whole oats
per day may reduce the risk of heart disease”

— oatmeal cookies, muffins, oat bran



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

 Folate and neural tube birth defects

— “Healthful diets with adequate folate may
reduce a woman'’s risk of having a child with a
brain or spinal cord birth defect”

— enriched cereal grain products, dried beans,
peas, oranges, grapefruit, berries, fortified
breakfast cereals



FILYA _ _
Health Claims: Characterize the

Relationship of a Nutrient to a Disease

* Dietary sugar alcohol and dental

cavities
— “Frequent between-meal consumption of
foods high in sugars and starches promotes

tooth decay. The sugar alcohols in this food
do not promote tooth decay”

— sugarless candy and gum



FoA

Health Claims Study

Advertising

Nutrition & Health
Evidence from Food Advertising
1977 - 1997

Pauline M. Ippolito
Janis K. Pappalarde

BUREAU OF ECONOMICS STAFF REPORT
FEDERAL TRADE COMMISSION
Washington, 0. C. 20580

September 2002

PURPOSE

Test effect of regulatory

environment on health claims in
advertising

Review of magazine advertising
from 1977 to 1997

11.647 ads analyzed



FOD  qualified Health Claims Subject to
Enforcement Discretion

1. Qualified Claims About Cancer Risk
— Tomatoes and/or Tomato Sauce & Prostate, Ovarian, Gastric, and Pancreatic Cancers
— Calcium and Colon/Rectal Cancer & Calcium and Recurrent Colon/Rectal Polyps
— Green Tea & Cancer
— Selenium & Cancer
— Antioxidant Vitamins & Cancer
2. Qualified Claims About Cardiovascular Disease Risk
— Nuts & Heart Disease
— Walnuts & Heart Disease
— Omega-3 Fatty Acids & Coronary Heart Disease
— B Vitamins & Vascular Disease
— Monounsaturated Fatty Acids From Olive Oil and Coronary Heart Disease
— Unsaturated Fatty Acids from Canola Oil & Coronary Heart Disease
— Corn Oil & Heart Disease
3. Qualified Claims About Cognitive Function
— Phosphatidylserine & Cognitive Dysfunction and Dementia
4. Qualified Claims About Diabetes
—  Chromium Picolinate & Diabetes
5. Qualified Claims About Hypertension
— Calcium & Hypertension, Pregnancy-Induced Hypertension, and Preeclampsia
6. Qualified Claims About Neural Tube Birth Defects
— 0.8 mg Folic Acid & Neural Tube Birth Defects



Health Canada

POLICY PAPER
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Health Canada

Position Paper on Five US Generic Health Claims Considered for
Use in Canada

Purpase

This: praspose of Part A of o discusie sl i 0 aos o o s o [opasl b e Bllowiag
Besiely ol B wgetalies, N sad whols g asd e dioed el of e
il
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el e vt B B e d e s i dhe Uhse] Suees
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Health Canada recently
reviewed the scientific support
for four health claims that
address the relationship
between the following:

— fruits, vegetables and grain
products that contain fibre,
particularly soluble fibre and
coronary heart disease;

— fibre-containing grain
products, fruits and vegetables
and cancer;

— dietary lipids and cancer;

— folate and neural tube defects.



Food Standards Australia New
Zealand (FSANZ)

ATTACHMENT 7

SUMMARY OF SUBMISSIONS
Introducton

In total. FRANZ meraived 147 submissioms to tha I=dtial Assessment Raport of Proposal P293 —
Nucttion, Health and Balated Claizos. Takle 7.1 in Appendix 1 to this artackmess illsmats
tha spewad of submisEons across stkekoldar groups and betwsen Avsiralia 2nd Kew Zaala=d
Tahla 7.2 in Appsndix 2 to this Attackmanr prevides a list of these sbmitiers” names.

Tk following provides 2 brisf summoasy of the mai= mesponses that wers receivad iz answes
0 sack guastiox thar was asked in the Inittal Assessment Bepar:. Furtier detail co subetiers”
commsnts will be avalebls oo the FSANT website 22 2 Later data.

Note- The Sollowing answars and percantags caleulatioss milass to the munsbar of sebenittars
who dirsctly respozdad to the pasticular question.

Lizue: Advanezges and disadvancages of Regulacory Oprion 1 Sz quo)
Jueston

Wikt do you telesl ave the advantoges and disedvantapes of Opeion |7

About 27% of mubmizezs (20) balieved Option 1 was izvalid. Reasons relaned to it
inconsistemcy with the Policy Guzdelizes. Another 27%: stated that there wars ne advanragus
for this option. Howaver, aftars noted advantagas relati=g to protaction of poblic bealte and
w7y and the pravention of falss or misleading healih claims o consumears. Cars stated
thare weuld e no costs associated with substantation, soforcemezt, monitering, evalatioz
of bealth claims, o changes in donmestic prodnct labelli=g  Some noted Opton 1 weeld bring
tha least disruptioz o all besinesses. With regard to disadve=tages, 2595 stated tat CoPolvl
was not rsadily enforcsable or legally bindi=g Some noted zoz-compliancs issoes. Cther
welenittars noted dsadvaniagss mlating to comrmmen prablic safery, fmports or intematicoal
Tends.

Lizus: Advanizpe: and disadvancsges of Rezulatery Opdon 1 {Stasdard & Gusdeline)
Jueston

Wt do you sk ave the advantages and disedeamtages of Optise 17

Mazzly 30% of sobmitars (21) stared that Crpticn 2 wes sither cozsdstent with the Pelicy
Gurdalize or 2llowad for developmez: of 2 Samearerk for bealth chizm. Advantages mlated
%o conszzar public healt: and safery (eg. moome informnation mads xvailable to conrmens
Leading to mom informed food chetces), enforcenzant and comopliznze (o.g. high level claims
bing i=cluded in 2 stazdard that is legally soforceaible). Crber advantages imcladed less costs
o govsrnmaent, & level playing Seld for claims, ex impats for product mmovation, and
amwanar fexthdity (oz. sidalines exsiar and faster to 2nmend tham 2 standand). Eowewar, 15%:
of submthrs st2%ed a disadvanrage was that guidelines 2re zot soforceeble or 25 easy o
snforce. Otkar diszdvantages wars 2bont non-complizncs, conmumer protsction 2zd
confosion among massfactamrs



Dietary fruit and vegetable intake and risk of
coronary heart disease

Food Standards Australia New Zealand
Diet-Dizease Relationship Review
Drhetary fruit and vegetab’s infake and
risk of coronary heart disease

Repaort Prepared by
s Elisabeth Winkler (Ressarch Officer)
Associate Professor Carla Patterson
Professor Beth Mewman
School of Public Health
Guasnsand Lniversity of Technalogy

July 2008

Overall, the available
research points to a
convincing level of

evidence for a

relationship between a

diet rich in vegetables
and/or fruits and reduced

risk of CHD, which is
sufficiently consistent and

substantial to underpin
policy recommendations.



The relationship between dietary calcium
intake, alone or in association with Vitamin D
status, and risk of developing osteoporosis

Food Standards Australia New Zealand

Diet Disease Relationship Review The available data are convincing
with respect to the anti-fracture
efficacy of calcium/vitamin D

i i i S o combinations in the frail
of Developing Osteoporosis elderly, particularly in women.
The available data are convincing
PEPETSTLOfNeEne LTNersy of usxar, e ze2ans with respect to the positive
effects of calcium
I supplementation on bone
= density across a broad age
S range, particularly in women.
e



The relationship between dietary sodium
intake, alone or in combination with potassium
intake, and risk of hypertension in adults

“Moderation in intake of

S sodium may reduce
Pty i the risk of high blood
pressure, a condition
i associated with many
e — factors including

overweight, excessive
alcohol consumption,

T inadequate intake of
R dietary potassium,

and inactivity”.



The relationship between saturated and trans
unsaturated fatty acids and LDL-cholesterol
and coronary heart disease

The relationship between saturated and mrans

This issue may not have
e ey b e direct bearing on health
i sk o Fond St Ao Baad claims suggesting the
cardiovascular benefits of
reducing saturated and
trans fatty acids, but is of

o252 considerable relevance
Edear Matoma! Centme for Drabeies Rassanch, When ConSideri ng the
RS implementation of such

advice.



The relationship between dietary folate intake
of women of childbearing age and risk of
neural tube defects

The relationship between dietary folate intake of women of

The strength of
evidence indicating
that natural folate is
protective against
NTDs is possible at
best.

Ellas Gresn

Food Standards Awstrala New Zealand



Food for Specified Health Uses
(FOSHU)
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Specified Health Uses

Foods to modify
gastrointestinal
conditions

Foods related to blood
cholesterol level

Foods related to blood
sugar levels

Foods related to blood
pressure

Principal Ingredients (ingredients exhibiting
health functions)

Oligosaccharides, lactose, bifidobacteria, lactic acid
bacteria, dietary fiber 8 ingestible dextrin, polydextrol,
guar gum, psyllium seed coat, etc.)

Chitosan, soybean protein, degraded sodium alginate

Indigestible dextrin, wheat albumin, guava tea
polyphenol, L-arabiose, etc.

Lactotripeptide, casein dodecaneptide, tochu leaf
glycoside (geniposidic acid), sardine peptide, etc.



Specified Health Uses

Foods related to dental hygiene

Cholesterol plus gastrointestinal
conditions, triacylglycerol plus
cholesterol

Foods related to mineral absorption

Foods related to osteogenesis

Foods related to triacylglycerol

Principal Ingredients (ingredients
exhibiting health functions)

Paratinose, maltitiose, erythrytol, etc.

Degraded sodium alginate, dietary fiber from
psyllium seed husk, etc.

Calcium citrated malate, casein
phosphopeptide, hem iron, fracuto-
oligosaccharide, etc.

Soybeen isoflavone, MBP (Milk basic
protein), etc.

Middle chain fatty acid, etc.



CARBOHYDRATES

polydextrose
indigestible dextrin

galacto oligosaccharides

lactulose
lactosucrose
isomalto
oligosaccharides
maltitol
palatinose
soybean
oligosaccharides

PROTEINS

casein phospho peptide
casein dodeca peptide
soy protein

MINERALS

phosphorus
calcium as citrate
malate

heme iron

OTHER

rice globulin

fructo oligosaccharides
xylo oligosaccharides
wheat bran

eucommia leaf glycoside
lactobacillus GG



Food or ingredient
with FOSHU status

rice globulin

phosphorus

xylo oligosaccharides
calcium as citrate malate
fructo oligosaccharides
soybean oligosaccharides
palatinose

maltitol

isomalto oligosaccharides
soy protein

wheat bran

lactosucrose

casein dodeca peptide
casein phospho peptide
lactulose

Number of approved products

3 products
3 products
10 products
8 products
4 products
3 products
2 products
5 products

15 products

2 products



Food or ingredient
with FOSHU status

galacto oligosaccharides
citosan

indigestible dextrin
polydextrose

partially hydolyzed guar gum
green tea polyphenols
ertthritol

heme iron

lactobacillus gg

eucommia leaf glycoside

Number of
approved
products

3 products
4 products
3 products

3 products









Clasificacion esquematica de
declaraciones para alimentos
funcionales

DECLARACIONES

/ ~

[De propiedades medicinales] De salud

N\

Generlcas Especificas de producto
Mejora la Reduce el riesgo Mejora la Reduce el riesgo
funcion de padecer la funcion de padecer la

enfermedad enfermedad



Tipos de declaraciones







Codex Alimentarius

« 7.1.1 Health claims must be

GL'IDEI.L\T.SFURI:\:OT?‘LTRH’IO}'.L\DHE-\LTH{LADE based On Current relevant

CUTHL 231987, Raw, J-2004"

scientific substantiation and
the level of proof must be
Sufficient to substantiate the
type of claimed effect and the
relationship to health as
recognised by generally
accepted scientific review of
the data and the scientific
substantiation should be
reviewed as new knowledge
becomes available.




Health Canada

Health  Santé [ )
I d IU aaaaa Ganaca

CONSULTATION DOCUMENT

Standards of Evidence
for Evaluating Foods with Health Claims:

A Proposed Framework

Canadi

With growing consumer
awareness of the
potential benefits of
nutraceuticals/ functional
foods, there is a growing
need for solid information.
Information is required to
better inform health
professionals and the
public about these
products to explain what
these products can and
can not do for them.




Joint Health Claims Initiative

JHCI/21/02

Guidelines for Preparing Dossiers
to Substantiate Health Claims

February 2002

The Code indicates that a
health claim should be based
on the studies in humans
which are the most
methodologqically sound. In
general experimental studies
in humans are more useful
when substantiating a claim
than observational studies.
This is because experimental
studies are less susceptible to
bias than observational studies
I.e. the researcher can be
more sure that any observed
effect is afttributable to the
proposed cause and not to
other factors.




Swedish Nutrition Foundation

Health Clalms in the Labelling and Markeiing
of Foad Producis

Tha Food Indusiry's Rules

| Sal- Regulaling Frogramme)

<fo SNF Swedish Nuirifion Foundation

Idzon Research Fark » 3E-223 70 Lund = Zazden
Phone + 45 46 236 22 B2« Fax + 46 46 286 2241
SUSANE. POy Ige L0l Nl Heon.se

wwanl Heonse

Health Claims in the Labelling and Mar keting of Food Products

Ence 1990 1 Swedlsh Code of Fraciios has exbited:
Clatms i (ke Labelling ard Marketiag of Fosd Froducts” : The
Food Indusry's Ruks (Selt-Reguialing Programme), kence-
forth refemad o as fhe Code. The Code was First evissd n 19097
and exterded b nekide produst speciflc physiokgloal chims
(FFF) In 2001, The extended Code also incinde the Ase ssmend
Board for Diet-Health Information (BEH), hencefonh referred
b5 the Board (BEH) A seoond revision of fhe oode a well as
anevaluation of ihe extended Code williaks place during 2004,

i

Haalth dalms
Murrienr faaction cfofer. Generk cliims  where a muirtiion
chUM, £.§ & MUiAEDE Conent < uim, |5 connes e 10 3 gerneraly
accepted nuintienal-physiokgioal fanction, Exampks and
criterias will be included in the revissd wersdon,

GEneric diraTie Fisk reducTion cfa e, Generk: clalms relaea i
well-2siablished diet and healih relailonships. Oniginally =ight
connsctions were dncloded: 1) Oben'p - energy conienl, 23
Cholesieral feved fn the bleod — fabqualiiysoms soluble disiary
fibre, 3) Biood preruns — sab (Nacl, 4] Aherasciemsis -
factors affeciing blood cholesierol levelblocd prassars (sze
abows) and omega-3 faity acids in fai fish and fish producis, 33
mwion - distary Fibez, §1 Criesporcss - caloum, T
absence of easily farmenied carbobydraies, £ fron
~ iron conieni. Recenily, 1 ninih connection was
{Carenary] Neart disadre - whote grain

Generk diseass fisk reduciion clalms may be ussd for all
products that Alfil cartatn criieri regarding compasition and
imporianee for the del. Documeniaiionconceming theefecisof
the food prodac kself Is therefors not needed for fhess Knds of
chims.

Produc dpecic pgsiological ciams (PFP Claims relilzd toa
specific physkologlcal sffect of fhe produci lisslf, Indzpzndent
Expers avaluate fhe sclentfle documentation supporting the
effiecisof the food prodect before the product is puton fhe ke
wiih a produc t-specific physiokogkcal claim,

Applicability
The food products referred to in e Code should be
wormal diel and not dietry supplements or ofber snmrﬂs In
the form of capsules, L, arages, powders or the llks.

Scientific documentation
Product.specitic pysicloghcal clalms must be bassd oo studles
that are sclentifically sound and unekjestionable, showing the
effecisihal ae claimed. The siadfesoms beperfrmed on Auman
Felags, and the Sty ETONp St be pmer\ulmmmegrwp
of peopk ihat (he marksiing Is aimed i r=ach, Furhermers, the
siydies musi be performed »iih a supply relating io the normal
use of [he food Froductaurng the study period, andmust b [ong
enough 10 show a lsting #efect.

Evaluation of the Sdenlifc decumentation
Ewahation of scleniific docnmenitation has been possible since
1 Seplember 2001, SNF Swedlsh Nurrirfon Foundaiion has an
gabvisory refe defined In the Code and admnistries the
avaluaon, Application fonms for sclentifle evaliation can be
chialred from  ENF  (susanne brymgslssond sof. ldeon se),
SNF's webslte (e Jafideon se) of the webslte of the Code

(Ap-iag ., in Swedish).

Wiihin 4 working waeks afier recelving fhe applic ation and after
informing the Applicant, the Research Commitize of SNF will
appaini a panel of ai kasi thres experis. Momalty fhe 2y aluation
il bescompleizd wilhin 90 days afler the sxpenshane recelvad
ihe documentation. The svaluition will conskler the sciznlifk
doumeniation in relation fo the type of claim the Applicani
shizs o make - notihe exact wording of theclaim. The procass
15 stricty confidential but the rzpert will Eesome prbil as soon
as the prodoci 15 poi on ibe market with a8 produci-specific
phy siological claim In labelling and markeiing if 1s permitied to
shaie that the prodoct has andergone evaluation of ihe scleniific
dccumentation by using acenai kgntype (a2 Ao su) The
evaluaiion process Is described In detail in 2 separaie documeni
fhai can be obtained from SHE

The amouni of necessary siudies will be decided from cass o
cae, depending on how wellestablished ihe physiclogical
atfzct s conslozrsd tobe,

The responsible organisations
The responsible orgnisations behind The Code ave The 5w afisn
Food Federailon [Lil and The Swedlsh Grocers Federarion.

Assesment Board for Diet-Health Infor mation
{EKH)
The Board (BEKH) was esiablished an 23 Mowember 2000, and |s
independzni of SNF.

The Board (BKH) will deat with complainiz as to whether 2
particalar marksiing ad labelling acton complies wiih ihe
ol AfTer g IVirg the MUk eter &t opp srunity 10 sxplan and m
Justify the markeiing, fbe Board (BEH) will decide wheiber ihe
complaink Is bo be upheld or not. The staizmenis from the Board
(BEH musi be made Inwriting andarepublic, The Board(EKH)
comsbts of 3 chaiman, a vice-chalfman and 3 sscretary, all
lawyers Wil a good knowledgs of marketng laws. Six Boand
members r2preseni the responsible organisadons, iwo represeni
medical and nAorEl Sxpertise and Cws MmEmbers feprasant
PublLC Inierest, #=pecially consumer Injerest. B2sldes This, nine
depuiy members ave ibe fght io aiznd the meetings,

Addltional Information concerning he Board (BEHx
BEH, Calenum 2%, 1EL 70 Lidingd, Saedzn
Fhone: +46 3 634 22 30, Fax: +46 £ €3632 3%

E-mall: brinkgbriles se

Product-specific physiological
claims must be based on
studies that are scientifically
sound and unobjectionable,
showing the effects that are
claimed. The studies must be
performed on human beings,
and the study group must be
representative of the group of
people that the marketing is
aimed to reach. Furthermore,
the studies must be performed
with a supply relating to the
normal use of the food product
during the study period, and
must be long enough to show
a lasting effect.




Food & Drug Administration

 An evidence-based rating
system is a science-
based systematic
evaluation of the strength
of the evidence behind a
statement. In the case of
health claims, it would
rate the strength of the
evidence behind a
proposed
substance/disease
relationship.




Health Council of the
Netherlands

N * A claim should always
be based on scientific
T research involving
human subjects and
use of the substance
in the form it is found
in the food or dietary

supplement for which
‘7/': the claim is made.




Food Standards Australia New
Zealand

 All nutrition and
health claims on food
will have to be
scientifically
substantiated.

ATTACHMENT &

SUBSTANTIATION FEAMEWORK

SUBSTANTIATING NUTRITION, HEATL.TH AND
EELATED CLAIMS ON FOODS

A drat framewerk
Seprembar 1005

[T —

The centest o thia papes hos bess develipal dawisg o & namber of soures inchiding
Agpsil &l sl [2005), the Assiralen Hadionil Health snd Medicel Ressarch Couneil {1998,
1950, 20000, the Asstralan Thesapeaic Goods Adsinsdation (2001 ) Health Canada

(20, Hensekers & Buorig (19875, Khses et al (20017, Masn £ Traswell (1597, bann

sl el




Agence Francaise de Securiteé
Sanitaire des Aliments

* Analyse de la
bibliographie.
Plausibilité
biologique :
Concordance avec
les experimentations
animales et in vitro
(mécanistiques).




Principales aspectos para sustentar las
declaraciones de salud de los alimentos
funcionales

Naturaleza alimentaria del alimento funcional.

El nutriente objeto de la declaracion esta contenido en el producto final (en
la cantidad del producto que cabe razonablemente esperar que se
consuma) en una cantidad significativa y en una forma asimilable por el
organismo.

Las declaraciones de propiedades saludables haran referencia a los
alimentos listos para su consumo de conformidad con las instrucciones del
fabricante.

La demostracion de sus efectos debe satisfacer las exigencias de la
comunidad cientifica.

Debe producir efectos beneficiosos sobre las funciones organicas, ademas
de sus efectos nutricionales intrinsecos, apropiados para mejorar la salud y
el bienestar, reducir el riesgo de enfermedad o ambas cosas.

Deben consumirse como parte de un régimen normal.

El consumidor medio debera comprender los efectos benéficos tal como se
expresan en la declaracion.



La situac



Agéncia Nacional de Vigilancia
Sanitaria
» Evidéncias cientificas aplicaveis,

conforme o caso, a comprovagao
da alegacéo de propriedade
funcional e ou de saude: ensaios
nutricionais e ou fisiologicos e ou
toxicologicos em animais de
experimentacdo; ensaios
bioquimicos; estudos
epidemiologicos; ensaios clinicos;
comprovagao de uso tradicional,
observado na populagdo, sem
danos a saude; evidéncias
abrangentes da literatura cientifica,
organismos internacionais de
saude e legislacao
internacionalmente reconhecida

sobre as propriedades e
caracteristicas do produto.



Ministerio de Salud de Chile

SUBSECRETARIA DE SALUD PUBLICA

R Exenta N° 556 de 21 de

NORMAS TECMICAS SOBRE DIRECTRICES
NUTRICIONALES QUE INDICA, PARA LA

EEC_LDAﬁE:?E‘JNT%RS;P|ED.a.35£ SALUBLES Sep tiembre de 2005

Exenta N° 336

sobre normas técnicas

VISTO: estos artecedenies; o dispuestz &n los

" []
aricuios 4% N* 2 y 6° gel decreto ley N 2763, o2 1979, en &l articuly 7° dal decreto N*®
135, de 2004, Ministeriy de Salud; lz establecloa en los articulos 106 latra &) v 114 dal SO re Ire C rICeS
Reglamento Santano de [0 AIMentos, decret suprema N° 377 de 19346, del misma

Ministeriz. o dispreesto &n |a reselucion N* 520, o= 1296, de la Conlralorla General de la

e CONSIDERANDO: Los  cambice en &l perl nUtriCionaIeS que indica

epldemicidgico del pals en los Uitimos velnte afies, que muesiran una tenoencia
creclente de las enfermedades cranlcas no transmisibles 2n el adufio, donoe los eslios
ge vida relacienados con allmeniackin y nulriclan constibuyen uno de los princlpales

para la declaracion de

Qus, ademas, de |as enfermedades crénlcas ne fransmisibles, al presentz deben
consleerarse, por U rascanoencla en salud publica, algunas reacclonss alérgleas en

L
personas de mayer s2nslbiidad a comgoneniss allmentclos, tales come las protenas ¥
algunos aditivos almenticios, Inloleranclas allmentarias, ¥ las condiclonzs de 13 salud rO Ie a eS Sa u a eS
bucal o2 |3 poblacion naclonal dentrs 08 las que destacan las  sigulenies;

enfermedades cardiovasculares, cbesldad, cancer, hipemensiin arterlal, diabetes,
oslzoporosls y ansmia

Ll
La némina anterior permitia defnlr nutrientes, factorss allmentanos y sustanclas que s de IOS alll ’ ,en tOS.

asoclan como protectares ¢ como reductorss de algunos Tactores o2 riesge para dichas
entermedades ¢ condiclonss de |3 salud del arganisma.

RepuzLICE oE ChLe o Repablica de Chile.

Qus 25 de nterés g2l Ministerio o Sald faclifar y posislitar que 1a poblacion, 3 traves
g I3 lectura de mensajes saludables que se Incorparen a los rdtulas, pusda selecclonar
y discriminar entre los allmentos agquelics que |2 $2an mas convenlentes para alcanzar
en forma Individual una nutriclen y salud optima.

Qus ge acuerda & 10 aniEs SXDUEEND ¥ en COMSSns0 CON 06 OrUpos Of experios
consuitados s2 han gefnldo mensajes como direchices nutricionales para aquelios
alimentas que posean propledades parilculares, puedan comunicar esta congicion a
Iravés de mensales saludables.

Tenlendo presents ke anterior dicto |a siguisnts



Comision Federal para la Proteccion
contra Riesgos Sanitarios

 Joda declaracion de
propiedades
saludables en los
alimentos y bebidas
debe contar con el
respaldo cientifico
que apoye el
beneficio en cuestion.



Ministerio de Proteccion Social de
Colombia

Por la cual se adopta el reglamento técnico sobre requisitos de rotulado o etiquetado
nutricional que deben cumplir los alimentos envasados para consumo humano

EL MINISTRO DE LA PROTECCION SOCIAL

En ejercicio de sus atribuciones legales, en especial las conferidas por las Leyes 09 de
1979y 170 de 1994, Decreto 205 de 2003 y

CONSIDERANDO:

Que mediante la Ley 170 de 1994, Colombia adhirié al Acuerdo de la Organizacion
Mundial del Comercio, el cual contiene, entre otros, el Acuerdo sobre Obstaculos
Técnicos al Comercio

Que el Decreto 1112 de 1996, crea el Sistema Nacional de Informacion sobre Medidas de
Normalizacién y Procedimientos de Evaluacion de la Conformidad y dicta normas para
armonizar la expedicion de reglamentos técnicos.

Que la Superintendencia de Industria y Comercio, mediante Resoluciéon 03742 de 2001
sefialé los criterios y condiciones que deben cumplirse para la expedicion de un
Reglamento Técnico de caracter obligatorio, cuyo propdsito sea el de establecer las
caracteristicas de un producto, servicio o los procesos y métodos de produccion.

Que en mérito de lo expuesto,

RESUELVE:

TITULO |

* Reglamento técnico
sobre requisitos de
rotulado o etiquetado
nutricional que deben
cumplir los alimentos
envasados para
consumo humano.



1a idea de mi,
ion sin reducir

‘te una
jarme

Thomas Jefferson
(1743-1826)

Third President of United States

(1801-1809)
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