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Der Bund fur Lebensmittelrecht und Lebensmittelkunde e. V. (BLL) repra-
sentiert als Spitzenverband der deutschen Lebensmittelwirtschaft die ge-
samte Lebensmittelkette, beginnend mit der Landwirtschaft, Gber die In-
dustrie, das Handwerk bis hin zum Handel sowie die GrofRverbraucher, alle
Zuliefererbereiche einschliellich des Futtermittelsektors und die Tabak-
branche. Mit rund vier Millionen Beschéaftigten und ca. 587 Milliarden Euro
Umsatz, der in 760.000 Betrieben erarbeitet wird, stellt die Lebensmittel-
wirtschaft einen der bedeutendsten Wirtschaftszweige in Deutschland dar.

Das Aufgabengebiet des BLL umfasst die aktive Begleitung des européi-
schen und deutschen sowie des internationalen Lebensmittelrechts und
der einschlagigen naturwissenschatftlichen Disziplinen. Zu seinen Mitglie-
dern zahlen rund 90 (Fach-) Verbande, ca. 270 Unternehmen (von mittel-
standischen Unternehmen bis zu multinationalen Konzernen) und tber 190
Einzelmitglieder (vor allem private Untersuchungslaboratorien und An-
waltskanzleien). Der BLL ist Gesprachspartner von Politik, Verwaltung,
Wissenschaft, Verbraucherorganisationen und Medien im Politikfeld
.verbraucherschutz".

1. Die zentralen neuen Regelungsansatze der ,Claims-Verordnung“: Ver-
botsprinzip und ,Nahrwertprofile*

Die Entwicklung der Verordnung (EG) Nr. 1924/2006 tber ndhrwert- und
gesundheitsbezogene Angaben Uber Lebensmittel, der so genannten
,Claims-Verordnung®, hat der BLL von den ersten Arbeitspapieren der
Kommission aus dem Jahre 2001 an im Interesse seiner Mitglieder beglei-
tet und tut dies aktuell weiter im Rahmen der Ausgestaltung der Verord-
nung. Bekanntlich wurde mit der Claims-Verordnung ja nur ein Regelungs-
rahmen geschaffen, der durch den EU-Gesetzgeber in Form der Zulas-
sung von nahrwert- und gesundheitsbezogenen Angaben und des Erlas-
ses von Nahrwertprofilen noch ausgestaltet werden muss.

Bis diese Ausgestaltung abgeschlossen ist, und damit das mit der Verord-
nung neu eingeflhrte Verbotsprinzip fur die Verwendung néhrwert- und

gesundheitsbezogener Angaben vollstandig Anwendung findet, nach dem
nur mehr die ausdriicklich zugelassenen Angaben verwendet werden duir-
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fen, richtet sich im Ubrigen die Zulassigkeit der Verwendung nahrwert- und
gesundheitsbezogener Angaben weiter nach den Vorgaben des § 11
LFGB, nach dem es insbesondere verboten ist, einem Lebensmittel Wir-
kungen zuzuschreiben, die ihm nach den Erkenntnissen der Wissenschaft
nicht zukommen oder wissenschatftlich nicht hinreichend gesichert sind.

In diesem Ubergang auf das Verbotsprinzip, also auf das grundsatzliche
Verbot aller nahrwert- und gesundheitsbezogenen Angaben, die nicht Uber
die in der Verordnung vorgesehenen Gemeinschaftsverfahren zugelassen
worden sind, liegt die zentrale ordnungspolitische Neuorientierung der
»Claims-Verordnung®. Schon bisher durften nur wissenschaftlich gesicherte
Erkenntnisse kommuniziert werde, allerdings lag die Verantwortung dafir,
dass eine Angabe ,hinreichend wissenschatftlich gesichert* war, beim Her-
steller und wurde von den zustandigen Stellen im Einzelfall Gberprift. Die-
ser Ansatz wird zukinftig durch die Zulassung der Angaben durch den
Gemeinschaftsgesetzgeber, nach vorheriger wissenschatftlicher Stellung-
nahme der EFSA, ersetzt.

Das zweite neue ordnungspolitische Instrument der Verordnung sind die
so genannten ,N&hrwertprofile* als zusatzliche Zulassigkeitsvoraussetzung
fur die Verwendung nahrwert- und gesundheitsbezogener Angaben. Kam
und kommt es bislang allein darauf an, dass eine nahrwert- oder gesund-
heitsbezogene Angabe zutrifft, soll zukinftig deren Verwendung in Bezug
auf ein bestimmtes Lebensmittel davon abh&ngen, dass dieses Lebensmit-
tel die noch zu erlassenden Nahrwertprofilvorgaben erfillt. Tut es dies
nicht, kommt es also nicht darauf an, ob eine nahrwert- oder gesundheits-
bezogene Angabe zutrifft oder nicht, denn sie ist bereits aufgrund der Zu-
sammensetzung des Lebensmittels verboten. Im Ergebnis sind so Nahr-
wertprofile eine zusétzliche Zulassigkeitsvoraussetzung — unabhangig von
der Frage, ob die Angabe zutrifft oder nicht, denn jede Angabe ist verbo-
ten, wenn Nahrwertprofilvorgaben nicht erfullt werden.

2. ,Nahrwertprofile” — generelle Anmerkungen

-Nahrwertprofile" waren in der gesamten Regelungsgeschichte der
»Claims-Verordnung” der politisch umstrittenste Punkt, weil immer klar war,
welch schwierige Aufgabe es werden wiirde, diese Zulassigkeitshiirde fir
die Verwendung ndhrwert- und gesundheitsbezogener Angaben so zu
formulieren, dass sie dem gesetzgeberischen Ziel, der Vermeidung der
Irrefhrung der Verbraucher durch die Verwendung nahrwert- und ge-
sundheitsbezogener Angaben gerecht werden, nicht aber dafir sorgen,
dass bestimmte Lebensmittel oder Lebensmittelkategorien von der Ver-
wendung ndhrwert- und gesundheitsbezogener Angaben ausgeschlossen
werden, ohne dass es ein solches Irrefiihrungspotential gibt. Dies umso
mehr, als aufgrund der Verpflichtung zur umfassenden Nahrwertkenn-
zeichnung bei Verwendung nahrwert- und gesundheitsbezogener Angaben
die Verbraucher im Detail Gber die Zusammensetzung der Erzeugnisse
informiert werden, so dass fir ein Irrefihrungspotential von vorneherein
wenig Raum blieb. Friih war zudem klar, dass Nahrwertprofile neben der
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Zusammensetzung der Erzeugnisse auch deren Bedeutung im Rahmen
der Erndhrung insgesamt wirden beriicksichtigen missen, um ein poten-
tielles Irrefihrungspotential zutreffend abbilden zu kénnen. Aul3erdem soll-
ten sie auf der Grundlage ernahrungswissenschaftlicher Erkenntnis erlas-
sen werden. All diese Vorgaben sind am Ende in Artikel 4 Absatz 1 der
Claims-Verordnung berucksichtigt worden. Dass ihre Beriicksichtigung bei
der Formulierung der ,Nahrwertprofile* gleichwohl groRe Probleme berei-
tet, beweist nicht zuletzt der mittlerweile nahezu zweijahrige Verzug bei
ihrer Verabschiedung.

Bemerkenswert schlief3lich noch die Tatsache, dass ,Nahrwertprofile* nicht
von Beginn an Bestandteil des Regelungsentwurfs der Kommission waren,
die Kommission also offensichtlich ohne ,Nahrwertprofile” plante, denn
noch im Februar 2003, d.h. unmittelbar vor Verabschiedung des Verord-
nungsvorschlags im Juli 2003 versicherte der seinerzeit zustandige Kom-
missar Byrne dem Umweltausschuss des Européischen Parlaments:

| will, if I may, just pause to nail once again the myth that we plan to
divide foods into “good” and “bad” categories. This, quite simply, is
false. We are not drawing up a blacklist of foods to be avoided. All
foods can have their place in a balanced diet. We do not intend to pro-
hibit the use of claims on certain foods on the basis of their “nutritional
profile”. This would run contrary to the basic principle in nutrition that
there are no “good” and “bad” foods but rather “good” and “bad” diets.”

(Kommissar Byrne, Stellungnahme zu Gesundheit, Ernahrung und Le-
bensmittelkennzeichnung am 19. Februar 2003 gegeniber dem Aus-
schuss fur Umweltfragen, Volksgesundheit und Verbraucherpolitik des
Europaischen Parlaments).

3. ,Nahrwertprofile” — Positionierung des BLL und seiner Mitglieder im
Regelungsverfahren zum Erlass der Claims-Verordnung

Wahrend des Regelungsverfahrens zum Erlass der Claims-Verordnung
haben der BLL und seine Mitglieder den Regelungsansatz ,Nahrwertprofi-
le* immer abgelehnt und dies mit rechtlichen und wissenschaftlichen Ar-
gumenten begriindet. Mal3geblich war die Grundiberzeugung, dass zutref-
fende und wissenschaftlich substantiierte ndhrwert- und gesundheitsbezo-
gene Angaben in Bezug auf alle Lebensmittel zulassig sein sollten, fur die
sie zutreffen, es nicht zu Verboten zutreffender Angaben kommen sollte.
Grunduberzeugung war auch, dass es ein tber ,Nahrwertprofile* zu ver-
hinderndes ,Irrefiihrungspotential“ schon deshalb nicht geben kann, weil
Uber die Pflichtangaben im Rahmen der Nahrwerttabelle fur alle Verbrau-
cher die Nahrstoffzusammensetzung der Erzeugnisse transparent ge-
macht werden, es also gar nicht zu falschen Vorstellungen tber die ,Ge-
sundheit” dieser Lebensmittel aufgrund ihrer Nahrstoffzusammensetzung
kommen kann.
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Aus rechtlicher Sicht wurde deshalb der Regelungsansatz ,,Nahrwertprofi-
le” fr eine nicht erforderliche und deshalb unverhaltnismalige Beschran-
kung der Kommunikationsfreiheit der betroffenen Unternehmen bewertet,
und auch als zu nicht gerechtfertigte Beschrankung weiterer Grundrechts-
positionen, wie sie in Artikel 12 und 14 des Grundgesetzes bzw. der ent-
sprechenden Gemeinschaftsgrundrechte verbirgt sind. Aus ernéhrungs-
wissenschaftlicher Warte war fir die Ablehnung des Regelungsansatzes
die Grunduberzeugung entscheidend, dass es auf die Zusammensetzung
der einzelnen Lebensmittel angesichts der Bedeutung der Ernahrung ins-
gesamt nicht ankommt, auch nicht fiir die Beurteilung des potentiellen Irre-
fuhrungspotentials der Verwendung nahrwert- und gesundheitsbezogener
Angaben und es deshalb bei Ausgestaltung der ,Nahrwertprofile* eben
nicht gelingen kann, die deshalb mehr oder minder willktrliche Unterschei-
dung in ,gute” und ,schlechte” Lebensmittel zu vermeiden.

In der gesamten Regelungsdiskussion wurde diese Kritik insbesondere
vom Europaischen Parlament unterstiitzt, das sich am Ende aber gegen
das mehrheitliche Votum der Mitgliedstaaten nicht durchsetzen konnte.
Zuletzt scheiterte ein erneuter Vorstol3 des Europaischen Parlaments zur
ersatzlosen Streichung der ,Nahrwertprofile* aus der Claims-Verordnung
bei Stimmengleichheit in der Abstimmung im Plenum im Juni 2010 an ei-
ner Stimme zur Unterstitzung des Streichungsantrages.

4. ,Nahrwertprofile” — Positionierung der Lebensmittelwirtschaft zur Erar-
beitung von Nahrwertprofilvorgaben nach Artikel 4 Absatz 1 der
Claims-Verordnung

Vor diesem Hintergrund bestehen unverandert Vorbehalte gegen den ge-
setzgeberischen Ansatz ,Nahrwertprofile” fort, der Lebensmittel in “ge-
sund” und “ungesund” zu unterscheiden droht, weil es nur gesunde oder
ungesunde Erndhrungsweisen gibt.

Wenn es zur Formulierung von Néhrwertprofilen kommt, was nunmehr zu
erwarten ist, ist es deshalb aus Sicht der Lebensmittelwirtschaft umso be-
deutsamer, dass sichergestellt wird, dass ,Nahrwertprofile®

e ausschlief3lich fur den in Artikel 4 der Claims-Verordnung genann-
ten Zweck formuliert werden, also zur Vermeidung der irrefiihren-
den Verwendung nahrwert- und gesundheitsbezogener Angaben,

o auf der Grundlage wissenschaftlicher Erkenntnisse, insbesondere
der wissenschatftlichen Stellungnahme der EFSA erstellt werden,

e unter Berucksichtigung aller weiteren Vorgaben des Artikels 4 Ab-
satz 1 der Claims-Verordnung formuliert werden,

0 insbesondere der Vorgaben zur Berticksichtigung der ge-
samten Nahrstoffzusammensetzung eines Lebensmittels
oder einer Lebensmittelkategorie und
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o0 seiner Rolle und Bedeutung sowie seines Beitrags zur Er-
nahrung insgesamt,

nicht zur ,Diskriminierung” bestimmter Lebensmittel oder Lebens-
mittelkategorien und auch nicht ,zwischen“ Lebensmittelkategorien
fuhren,

LInnovationsspielraume” lassen, also insbesondere nicht zu pau-
schalen Kommunikationsverboten in Bezug auf bestimmte Le-
bensmittelkategorien fiihren, sondern immer die Mdglichkeit zur
Anpassung an die neuen Vorgaben lassen.

Auf dieser Grundlage sind seit Erlass der Claims-Verordnung im Dezem-
ber 2006 in der Diskussion zwischen insbesondere der Kommission und
den betroffenen Branchen Regelungsoptionen diskutiert worden.

Grundlage war dabei das wissenschaftliche Gutachten der EFSA vom Ja-
nuar 2008, dass zu den bereits in Artikel 4 Absatz 1 der Claims-
Verordnung formulierten Fragestellungen ausfuhrlich Stellung genommen
hat, denn bereits in der Vorschrift wird die Kommission aufgefordert, die
EFSA zu den zentralen Aspekten bei der Erstellung der Nahrwertprofile zu
befragen, namentlich

ob Nahrwertprofile fur Lebensmittel generell und/oder fir Lebens-
mittelkategorien erarbeitet werden sollten,

die Auswahl und Ausgewogenheit der zu beriicksichtigenden Nahr-
stoffe,

die Wahl der Referenzqualitat/Referenzbasis fur Nahrwertprofile,
den Berechnungsansatz fiir die Nahrwertprofile,

die Durchfuhrbarkeit und die Erprobung eines vorgeschlagenen
Systems.

Fur die Antworten der EFSA wird auf das Gutachten in der Anlage verwie-
sen, bemerkenswert erscheinen die von der EFSA ausdricklich betonten
»Einschrankungen” der Anwendung von ,Nahrwertprofilen aus wissen-
schaftlicher Sicht:

~Einschrankungen — Das Gremium weil3 um die wissenschatftlichen
Einschrankungen der Anwendung von Nahrwertprofilen, um zu
klassifizieren, welche Lebensmittel n&hrwert- oder gesundheitsbe-
zogene Angaben tragen durfen, und dass eine Beurteilung durch
Sachverstandige notwendig ist. Der Versuch, Empfehlungen zur
Nahrstoffaufnahme, die fur die Erndhrung insgesamt gelten, auf
einzelne Lebensmittel anzuwenden, bereitet naturgemal Schwie-
rigkeiten. Darlber hinaus werden bei der Betrachtung des Potenzi-
als einzelner Lebensmittel (im gekauften Zustand), die Gesamter-
nahrungsbilanz unglnstig zu beeinflussen, weder die Veranderun-
gen im Nahrstoffgehalt, die beim Kochen oder Zubereiten eintreten,
wie z.B. die Zugabe von Fett, Zucker oder Salz, noch die gewohn-
heitsmafiige Aufnahme des Lebensmittels oder das Konsummuster
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bertcksichtigt. AuRBerdem wird die Festlegung von Nahrwertprofilen
auf EU-Ebene im Vergleich zur nationalen Ebene durch das Fehlen
einheitlicher EU-weiter Daten tber die Lebensmittelzusammenset-
zung und den Lebensmittelkonsum sowie die Unterschiede in den
Empfehlungen zur Nahrstoffaufnahme und lebensmittelbezogenen
Erndhrungsleitlinien zwischen den Mitgliedstaaten noch erschwert.
Die Grundlage fur die erforderlichen Beurteilungen durch Sachver-
standige, um diesen Einschréankungen gerecht zu werden, sollte
transparent sein, um unterschiedliche Ergebnisse zu vermeiden.”

Diese ,Einschréankungen® sind ein entscheidender Grund dafir, dass die
Erarbeitung der ,N&hrwertprofile* sich schon bisher um nahezu zwei Jahre
verzdgert hat. Zudem hat es sich auch als au3erordentlich problematisch
erwiesen, allen Anforderungen und Vorgaben des Artikels 4 Absatz 1 der
Claims-Verordnung im Ubrigen gerecht zu werden.

Das ist und bleibt aber Verpflichtung und Ziel gleichermal3en in den anste-
henden Beratungen zum Erlass der Nahrwertprofile, die dem primaren Ziel
~Schutz der Verbraucher vor irrefihrender Verwendung nahrwert- und ge-
sundheitsbezogener Angaben“ ebenso Rechnung tragen missen, wie dem
berechtigten Interesse der betroffenen Unternehmen an der Kommunikati-
on der Nahrwert- und Gesundheitseigenschaften der von ihnen hergestell-
ten oder vermarkteten Lebensmittel, das in den tbrigen Vorgaben und
Anforderungen des Artikels 4 Absatz 1 an die Erstellung der Nahrwertpro-
filvorgaben, die gerade erneut erwahnt wurden, seinen Ausdruck gefunden
hat.

Insoweit besteht die Bereitschaft der Lebensmittelwirtschaft insgesamt und
insbesondere auch der betroffenen Unternehmen und Branchen fort, an
der Erarbeitung und Gestaltung der Nahrwertprofilvorgaben aktiv mitzuwir-
ken. Denn wenn ,Nahrwertprofile* Voraussetzung der Verwendung néhr-
wert- und gesundheitsbezogener Angaben werden sollen, dann muss im
Austausch mit allen Betroffenen sichergestellt werden, dass sie den von
der Verordnung formulierten Anspriichen gerecht werden und damit auch
Zu einer angemessenen und verlasslichen Grundlage der Verwendung von
nahrwert- und gesundheitsbezogenen Angaben in der Zukunft werden.

Die bisherigen Arbeitspapiere und Vorschlage der DGSANCO sind in ihrer
Entwicklung Ergebnis dieses konstruktiven Austauschs aller Beteiligten,
der unter anderem anléasslich der Beratungen der ,Advisory Group on the
Food Chain and Animal and Plant Health” im Jahre 2008 stattgefunden
hat, unter Beteiligung von Vertretern der Wirtschaft und der Verbraucher.
Das letzte Arbeitspapier der DG SANCO aus dem Marz 2009 stellt dem-
entsprechend in vielen Bereichen einen deutlichen Fortschritt im Verhaltnis
zu Vorgangerpapieren dar, etwa was die Bertcksichtigung der verschie-
denen Lebensmittelkategorien und ihrer spezifischen ,Profilvorgaben” an-
geht. Das lasst sich aber weder fiir alle Lebensmittelkategorien schon fest-
stellen, noch wird der letzte Vorschlag schon von allen Bereichen der Le-
bensmittelwirtschaft unterstitzt. So wird Kritik an der Auswahl der N&hr-
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stoffe ebenso gelbt, wie fehlende Kategorievorgeben oder die mangelnde
Bericksichtigung der Bedeutung eines Lebensmittels im Kontext der Er-
nahrung oder seiner Nahrstoffzusammensetzung insgesamt. Diese Kritik
gilt es nun weiter zu diskutieren, ebenso natirlich die Kritik von Verbrau-
cherseite, die mit dem letzten Arbeitspapier ebenfalls noch nicht einver-
standen war.

Berlin, den 27. September 2010 (PL)
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European Food Safety Authority Zusammenfassung des Gutachtens

Die Festlegung von Nahrwertprofilen flr Lebensmittel, die
nahrwert- und gesundheitsbezogene Angaben tragen, gemaf
Artikel 4 der Verordnung (EG) Nr. 1924/2006

Wissenschaftliches Gutachten des Gremiums fur Diatetische
Produkte, Erndhrung und Allergien

(Anfrage Nr. EFSA-Q-2007-058)

Angenommen am 31. Januar 2008

ZUSAMMENFASSUNG

Die Europaische Kommission hat die Europaische Behdrde fur Lebensmittelsicherheit
(EFSA) ersucht, sachdienliche wissenschaftliche Empfehlungen fir die Festlegung von
Néhrwertprofilen abzugeben.

Artikel 4 der Verordnung (EG) Nr. 1924/2006 tber n&hrwert- und gesundheitsbezogene
Angaben Uber Lebensmittel sieht vor, dass die Europaische Kommission (bis zum 19. Januar
2009) spezifische Nahrwertprofile festlegt, denen Lebensmittel oder bestimmte
Lebensmittelgruppen entsprechen missen, um nahrwert- oder gesundheitsbezogene Angaben
tragen zu dirfen. Lebensmittel, die mit entsprechenden Angaben beworben werden, kdnnten
vom Verbraucher als Produkte wahrgenommen werden, die gegentber &hnlichen oder
anderen Produkten, die keine solchen Angaben tragen, einen erndhrungsphysiologischen oder
anderweitigen gesundheitlichen Vorteil bieten. Durch die Verwendung von Nahrwertprofilen
soll vermieden werden, dass nahrwert- oder gesundheitsbezogene Angaben den Verbraucher
bezlglich der nahrwertbezogenen Qualitdt eines Lebensmittels irrefiihren kodnnen, wenn
dieser bemuht ist, durch ausgewogene Erndhrung eine gesunde Lebensweise anzustreben.

Bei der Erarbeitung seiner wissenschaftlichen Empfehlungen an die Kommission berpriifte
das Gremium ein breites Spektrum von Berichten und Arbeiten zu Nahrwertprofilen und
berticksichtigte Stellungnahmen von Interessengruppen.

Zusétzlich zu diesem Gutachten wird die EFSA die Europdische Kommission auch weiterhin
bei der Festlegung eines Systems von Nahrwertprofilen unterstiitzen, indem sie eine geeignete
Datenbank Uber die Zusammensetzung von Lebensmitteln entwickelt und die Kommission in
der Verwendung dieser Datenbank bei der Erprobung eines vorgeschlagenen Systems berét.

Allgemeine Grundsatze - Der Begriff ,Nahrwertprofil“ bezieht sich auf die
Néhrstoffzusammensetzung eines Lebensmittels oder einer Diat. Die Festlegung von
Né&hrwertprofilen (,,Nutrient profiling”) ist die Klassifikation von Lebensmitteln fir
bestimmte Zwecke auf der Basis ihrer Né&hrstoffzusammensetzung. In diesem Gutachten
dienen Nahrwertprofile einzig dem Zweck, die ndhrwert- und gesundheitsbezogenen Angaben
Uber Lebensmittel zu regeln.

© Europdische Behorde fur Lebensmittelsicherheit, 2008
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Das Nahrwertprofil der (liblichen) Gesamterndhrung ist ein wichtiger bestimmender Faktor
fir die Gesundheit, und das Nahrwertprofil einer ,,ausgewogenen* Erndhrung wird durch
wissenschaftlich fundierte Empfehlungen fir die Aufnahme von Energie und N&hrstoffen
festgelegt. Weil sich jede Erndhrung aus einer Vielzahl von Lebensmitteln zusammensetzt,
kann eine insgesamt ausgewogene Ernahrung durch einen sich erganzenden Verzehr von
Lebensmitteln mit unterschiedlichen Nahrwertprofilen erreicht werden, sodass nicht jedes
einzelne Lebensmittel dem Nahrwertprofil einer ,,ausgewogenen* Erndhrung entsprechen
muss. Dennoch konnen einzelne Lebensmittel, je nach ihrem N&hrwertprofil und ihrer
Aufnahmemenge, das Nahrwertprofil der Gesamterndhrung beeinflussen. Daher ist der
wichtigste wissenschaftliche Gesichtspunkt bei der Klassifizierung, ob Lebensmittel
nahrwert- oder gesundheitsbezogene Angaben tragen dirfen, das Potenzial des Lebensmittels,
die Gesamterndhrungsbilanz unglinstig zu beeinflussen.

Dieser Gesichtspunkt betrifft insbesondere Né&hrstoffe, fur die eine unausgewogene Zufuhr in
Bevolkerungen der EU belegt ist, welche die Entwicklung von Ubergewicht und Adipositas
oder erndhrungsbezogener Erkrankungen wie etwa Herz-Kreislauf-Erkrankungen oder
anderer Storungen fordern konnen. Hierzu zahlen Né&hrstoffe, die UbermdRig konsumiert
werden kénnten, sowie solche, die in unzureichender Menge aufgenommen werden kdnnten.

Die Verordnung fordert, dass bei der Festlegung von Nahrwertprofilen die Rolle und
Bedeutung von Lebensmittelgruppen fir die Erndhrung sowie ihr Beitrag an Nahrstoffen zur
Gesamterndhrung der Bevolkerung (oder bestimmter Bevolkerungsgruppen) bericksichtigt
werden sollte. Lebensmittelgruppen, die eine wichtige Rolle fir die Ernahrung spielen, sind
beispielweise pflanzliche Ole, Streichfette, Milchprodukte, Getreide und Getreideprodukte,
Obst und Gemise sowie deren Erzeugnisse, Fleisch und Fleischerzeugnisse, Fisch und
Fischerzeugnisse sowie alkoholfreie Getranke. Die unterschiedliche Bedeutung solcher
Lebensmittelgruppen  fir die Erndhrung hangt mit  Unterschieden in ihrer
Néhrstoffzusammensetzung sowie ihrer (iiblichen) Aufnahmemenge zusammen und wird in
den lebensmittelbasierten Erndhrungsleitlinien der Mitgliedstaaten anerkannt. Diese
Leitlinien unterscheiden auch zwischen verschiedenen Produkten innerhalb dieser
Lebensmittelgruppen aufgrund des potenziellen — glinstigen oder unglnstigen — Einflusses
der Produkte auf die Gesamterndhrungsbilanz fir bestimmte Nahrstoffe. Die Bedeutung
dieser Lebensmittelgruppen fiir die Erndhrung kann in verschiedenen Mitgliedstaaten
aufgrund der Verschiedenartigkeit der Erndhrungsgewohnheiten und -traditionen
unterschiedlich sein, und die Verordnung fordert, dass diese Verschiedenartigkeit bei der
Festlegung von Nahrwertprofilen beriicksichtigt werden sollte.

Die Erfahrungen mit Systemen von N&hrwertprofilen haben gezeigt, dass solche Systeme
flexibel anpassbar sein missen, um Fragestellungen berticksichtigen zu kdnnen, die sich bei
ihrer Verwendung zur Klassifizierung von Lebensmitteln von Zeit zu Zeit ergeben kénnen.

Nahrwertprofile fur Lebensmittel generell und/oder flr Lebensmittelkategorien — Bei einem
auf Lebensmittelkategorien basierenden System konnten bestimmte Lebensmittelgruppen wie
etwa Milchprodukte (z.B. Milch, Joghurt, K&se) oder Getreideprodukte (z.B. Brot,
Frihstucksflocken, Backwaren, Reis, Nudeln) spezifische N&ahrwertprofile haben, die vom
Potenzial von Lebensmittel in diesen Gruppen, die Gesamternahrungsbilanz unginstig zu
beeinflussen, abhangen. Ein derartiges System konnte ein einfaches Nahrwertprofil flr jede
Lebensmittelgruppe haben und leicht angepasst werden. Der Hauptnachteil wére die
Komplexitat bei der Definition und der Verwaltung einer groflen Anzahl von
Lebensmittelgruppen. Ein System fiir Lebensmittel generell konnte ein einziges
Né&hrwertprofil fur alle Lebensmittel haben. Bei diesem Ansatz wére es zwar nicht notwendig,
Lebensmittelgruppen zu definieren und zu verwalten, doch die Notwendigkeit, grofe
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Unterschiede in der Nahrstoffzusammensetzung verschiedener Lebensmittelgruppen zu
beriicksichtigen, konnte zu einem komplexeren System von Nahrwertprofilen fiihren, das
weniger leicht anpassbar ware als ein auf Kategorien basierendes System.

Das Gremium ist der Ansicht, dass ein N&hrwertprofil fur Lebensmittel generell mit
Ausnahmen vom allgemeinen Profil, falls erforderlich, fur eine begrenzte Anzahl von
Lebensmittelgruppen, die eine wichtige Rolle fir die Erndhrung spielen (eine in der
Aufgabenbeschreibung skizzierte Option), die Hauptnachteile dieser beiden Arten von
Systemen vermeiden wirde. Solche Ausnahmeregelungen wirden sicherstellen, dass einige
Lebensmittel aus diesen Lebensmittelgruppen fir die Kennzeichnung mit nahrwert- oder
gesundheitsbezogenen  Angaben in Frage kamen. Die Ausnahmen fiir einige
Lebensmittelgruppen von der Erfordernis, dem generellen Nahrwertprofil fur Lebensmittel zu
entsprechen, kdnnten sich auf die Verwendung unterschiedlicher Nahrstoffe, Schwellen- oder
Punktwerte stiitzen.

Auswahl der Nahrstoffe - Das Gremium empfiehlt, dass sich die Auswahl der Néhrstoffe, die
in Nahrwertprofile aufgenommen werden, nach ihrer gesundheitlichen Bedeutung fiir die
Bevolkerung der EU richten sollte. Zu diesen Nahrstoffen zdhlen gesattigte Fettsduren,
Natrium, Ballaststoffe und ungeséttigte Fettséduren, deren Aufnahme in vielen Mitgliedstaaten
im Allgemeinen nicht den Empfehlungen fiir die Nahrstoffaufnahme entspricht. Ungeséttigte
Fettsduren konnten entbehrlich sein, wenn gesattigte Fettsduren angegeben werden. Die
Angabe von Ballaststoffen konnte auf bestimmte Lebensmittelgruppen beschrénkt werden,
die wichtige Ballaststoffquellen sind und bei denen die Angabe von Ballaststoffen zur
Unterscheidung zwischen Lebensmitteln am relevantesten ware, z. B. Getreideprodukte.
Trans-Fettsduren konnten bei einigen Lebensmittelgruppen in die Nahrwertprofile
aufgenommen werden, sind jedoch von abnehmender gesundheitlicher Bedeutung, weil die
Aufnahmemengen in der EU erheblich abgenommen haben. Der Gesamtzuckergehalt kénnte
fir bestimmte Lebensmittelgruppen, wie z. B. Getrdanke, und Lebensmittel, wie etwa
SiuRwaren, die unter Umstanden sehr hdufig konsumiert werden, berticksichtigt werden. Je
nachdem, welches System angenommen wird, kdnnten auch die Energiedichte oder der
Gesamtfettgehalt sowie weitere Néahrstoffe berlcksichtigt werden. Allerdings musste die
Gesamtzahl der angegebenen Nahrstoffe begrenzt werden, um allzu komplexe
Né&hrwertprofile zu vermeiden.

Referenzmenge — Nahrwertprofile beziehen sich auf eine Referenzmenge des jeweiligen
Lebensmittels, die in Portionen, nach Gewicht/\VVolumen (z. B. pro 100 g oder 100 ml) oder auf
der Basis der Energie (z. B. pro 100 kcal oder 100 kJ) angegeben wird. Das Gremium empfiehlt,
dass die Wahl einer geeigneten Referenzmenge nach pragmatischen Gesichtspunkten in Bezug
auf die Erfordernisse des Systems von N&hrwertprofilen erfolgen sollte.

Schwellen-/Punktwerte — Ein System von Néhrwertprofilen konnte auf Schwellenwert- oder
Punktwert-Systemen basieren. Ein Schwellenwert ist ein Nahrstoffkonzentrationswert, den
das Lebensmittel einhalten muss, um eine néhrwertbezogene Angabe tragen zu dirfen. Bei
néhrwertbezogenen Angaben erlaubt die Verordnung eine Abweichung fir einen Nahrstoff,
wahrend bei gesundheitsbezogenen Angaben alle Schwellenwerte eingehalten werden
missen. Punktwerte fiir Lebensmittel konnten sich auf deren Gehalt an den Nahrstoffen, die
im System der Nahrwertprofile enthalten sind, beziehen. Das Gremium empfiehlt, dass die
Wahl eines Schwellenwert- oder Punktwert-Systems nach pragmatischen Gesichtspunkten in
Bezug auf die Erfordernisse des Systems erfolgen sollte, wahrend Schwellen- oder
Punktwerte so ausgewahlt werden sollten, dass eine angemessene Klassifizierung der
Lebensmittel sichergestellt ist.
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Durchfuhrbarkeit/Erprobung — Die Prifung der Eignung eines Systems von Nahrwertprofilen,
um Lebensmittel angemessen danach zu klassifizieren, ob sie daftr in Frage kommen, néhrwert-
und/oder gesundheitsbezogene Angaben zu tragen, erfordert eine Datenbank Uber den Energie-
und Né&hrstoffgehalt eines breiten Spektrums von Lebensmitteln (im gekauften Zustand) auf
dem EU-Markt. Die Datenbank wird abgefragt, um Lebensmittel zu bestimmen, die (i)
gesundheitsbezogene Angaben tragen dirfen (d.h. vollstandig dem Nahrwertprofil entsprechen),
(if) n&hrwertbezogene Angaben tragen durfen (d.h. bis auf einen Nahrstoff dem Nahrwertprofil
entsprechen) oder (iii) keine ndhrwert- oder gesundheitsbezogene Angabe tragen dirfen.

Der wichtigste wissenschaftliche Gesichtspunkt bei der Beurteilung, ob Lebensmittel
angemessen  klassifiziert werden, ist das Potenzial der Lebensmittel, die
Gesamterndhrungsbilanz fir Nahrstoffe von gesundheitlicher Bedeutung unglnstig zu
beeinflussen. In der Praxis ist es einfacher, ein Lebensmittel in Bezug auf andere
Lebensmittel derselben Gruppe zu Klassifizieren, d.h. zu beurteilen, ob ein Lebensmittel die
Gesamternahrungsbilanz  wahrscheinlicher oder weniger wahrscheinlich als andere
Lebensmittel derselben Gruppe beeintrachtigt.

Die Rolle und Bedeutung der Lebensmittelgruppe fur die Erndhrung sowie die
Verschiedenartigkeit der Erndhrungsgewohnheiten und -traditionen in den verschiedenen
Mitgliedstaaten muss ebenfalls berlcksichtigt werden, um sicherzustellen, dass einige
Produkte in Lebensmittelgruppen, die eine bedeutende Rolle in der Erndhrung spielen,
néhrwert- oder gesundheitsbezogene Angaben tragen dirfen.

Die Klassifizierung von Lebensmitteln danach, ob sie dafiir in Frage kommen, nahrwert-
und/oder gesundheitsbezogene Angaben zu tragen, sollte mit den in den Mitgliedstaaten
geltenden lebensmittelbezogenen Erndhrungsleitlinien in  Einklang stehen, obgleich
eingerdumt wird, dass diese Leitlinien nicht in allen Landern einheitlich sind.

Weitere Fragen, die neben wissenschaftlichen Gesichtspunkten von der Europdischen
Kommission berlcksichtigt werden missen, sind die Notwendigkeit, Produktinnovationen zu
ermoglichen, sowie die Durchfuhrbarkeit und einfache Anwendbarkeit des Systems von
Nahrwertprofilen.

Einschrankungen — Das Gremium weill um die wissenschaftlichen Einschrankungen der
Anwendung von Nahrwertprofilen, um zu klassifizieren, welche Lebensmittel nahrwert- oder
gesundheitsbezogene Angaben tragen dirfen, und dass eine Beurteilung durch Sachverstandige
notwendig ist. Der Versuch, Empfehlungen zur Né&hrstoffaufnahme, die fir die Erndhrung
insgesamt gelten, auf einzelne Lebensmittel anzuwenden, bereitet naturgemald Schwierigkeiten.
Darlber hinaus werden bei der Betrachtung des Potenzials einzelner Lebensmittel (im gekauften
Zustand), die Gesamterndhrungsbilanz unglinstig zu beeinflussen, weder die Veranderungen im
Nahrstoffgehalt, die beim Kochen oder Zubereiten eintreten, wie z.B. die Zugabe von Fett,
Zucker oder Salz, noch die gewohnheitsmalige Aufnahme des Lebensmittels oder das
Konsummuster berlicksichtigt. AuBerdem wird die Festlegung von Nahrwertprofilen auf EU-
Ebene im Vergleich zur nationalen Ebene durch das Fehlen einheitlicher EU-weiter Daten (ber
die Lebensmittelzusammensetzung und den Lebensmittelkonsum sowie die Unterschiede in den
Empfehlungen zur Nahrstoffaufnahme und lebensmittelbezogenen Erndhrungsleitlinien zwischen
den Mitgliedstaaten noch erschwert. Die Grundlage fiir die erforderlichen Beurteilungen durch
Sachverstandige, um diesen Einschrankungen gerecht zu werden, sollte transparent sein, um
unterschiedliche Ergebnisse zu vermeiden.
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SUMMARY

The European Commission has requested the European Food Safety Authority (EFSA) to
provide relevant scientific advice for the setting of nutrient profiles.

Article 4 of Regulation 1924/2006 on Nutrition and Health Claims on Foods foresees that the
European Commission shall establish (by 19" January, 2009) specific nutrient profiles that
foods or certain groups of foods must respect in order to bear nutrition and health claims.
Foods promoted with claims might be perceived by consumers as having a nutritional,
physiological or other health advantage over similar or other products without claims. The use
of nutrient profiles aims to avoid a situation where nutrition or health claims could mislead
consumers as to the overall nutritional quality of a food product when trying to make healthy
choices in the context of a balanced diet.

In preparing its scientific advice to the Commission, the Panel reviewed a wide range of
reports and papers on nutrient profiles and considered views from stakeholders.

In addition to this Opinion, EFSA will continue to assist the European Commission in
establishing a nutrient profile scheme, by developing a suitable food composition database
and providing advice on its use in testing any proposed system.

General Principles - The term ‘nutrient profile’ refers to the nutrient composition of a food or
diet. ‘Nutrient profiling’ is the classification of foods for specific purposes based on their
nutrient composition. In this opinion, the purpose is solely for the regulation of nutrition and
health claims made on foods.

The nutrient profile of the overall (habitual) diet is an important determinant of health and the
nutrient profile of a ‘balanced’ diet is defined by science based recommendations for intakes
of energy and nutrients. Because diets are composed of multiple foods, overall dietary balance
may be achieved through complementation of foods with different nutrient profiles so that it
is not necessary for individual foods to match the nutrient profile of a ‘balanced’ diet.
Nevertheless, individual foods might influence the nutrient profile of the overall diet,
depending on the nutrient profile of the particular food and its intake. Thus, when classifying
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Opinion on the setting of nutrient profiles for foods bearing nutrition and health claims pursuant to Article 4 of the
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food products as eligible to bear claims, the potential of the food to adversely affect the
overall dietary balance is the main scientific consideration.

This consideration relates in particular to nutrients for which there is evidence of a dietary
imbalance in EU populations that might influence the development of overweight and obesity
or diet-related diseases such as cardiovascular disease or other disorders; they include
nutrients that might be consumed to excess, as well as those for which intake might be
inadequate.

The Regulation requires that the setting of nutrient profiles should take into account the
dietary role and importance of food groups and their contribution of nutrients to the overall
diet of the population (or specific population groups). Food groups with important dietary
roles include vegetable oils, spreadable fats, dairy products, cereals and cereal products, fruits
and vegetables and their products, meat and meat products, fish and fish products, and non-
alcoholic beverages. The different dietary roles of such food groups are related to differences
in their nutrient composition, as well as their (habitual) intake, and are recognised in food
based dietary guidelines in Member States. Such guidelines also make distinctions between
different products within these food groups based on their potential to influence, beneficially
or adversely, the overall dietary balance for certain nutrients. The dietary roles of these food
groups might differ across Member States owing to the variability of dietary habits and
traditions and the Regulation requires that this variability be taken into account in establishing
nutrient profiles.

Experience with nutrient profile schemes has shown that such schemes need to be adaptable
in order to provide for issues that might arise from time to time in their use for the
classification of food products.

Nutrient profiles for food in general and/or categories of food — For a category-based scheme,
food groups, such as dairy products (including e.g. milk, yoghurt, cheese) or cereal products
(including e.g. bread, breakfast cereals, bakery products, rice, pasta) could have specific
nutrient profiles related to the potential of food products in those groups to adversely affect
overall dietary balance. Such a scheme could have a simple nutrient profile for each food
group and could be easily adapted. The main disadvantage would be the complexity of
defining and managing a large number of food groups. A scheme for food in general could
have a single nutrient profile for all foods. While this approach would avoid the need to define
and manage food groups, the need to account for large differences in the nutritional
composition of different food groups could lead to a more complex nutrient profile scheme
that might be less easy to adapt than a category-based scheme.

The Panel considers that a nutrient profile for food in general with exemptions from the
general profile, if necessary, for a limited number of food groups that have important dietary
roles (one option outlined in the Terms of Reference) might overcome the main disadvantages
of these two types of schemes. Such exemptions would ensure that some food products in
these food groups might be eligible to bear claims. Exemptions for some food groups from the
requirement to comply with the nutrient profile for food in general might be based on the use
of different nutrients, thresholds or scores.

Choice of nutrients - The Panel recommends that the choice of nutrients to be included in
nutrient profiles should be driven by their public health importance for EU populations. These
nutrients include saturated fatty acids, sodium, dietary fibre and unsaturated fatty acids,
intakes of which generally do not comply with nutrient intake recommendations in many
Member States. Unsaturated fatty acids might not be needed if saturated fatty acids are
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included. The use of dietary fibre might be limited to certain food groups that are important
dietary fibre sources and for which the use of dietary fibre to discriminate between food
products would be most relevant, e.g. cereal products. Trans fatty acids might be included for
some food groups but are of decreasing public health importance as intakes in the EU have
declined considerably. Total sugar content might be included for particular food groups, e.g.
beverages, and foods, such as confectionery products, that might be consumed with a high
frequency. Depending on the scheme adopted, energy density or total fat, as well as other
nutrients, might also be considered. However, the total number of nutrients included would
have to be limited to avoid overly complex nutrient profiles.

Reference quantity — Nutrient profiles are related to a reference quantity of food, expressed
per portion, by weight/volume (e.g. per 100g or 100ml), or on an energy basis (e.g. per 100
kcal or 100k]). The Panel recommends that selection of a suitable reference quantity should
be based on pragmatic considerations related to the needs of the particular nutrient profile
scheme.

Threshold/scoring — A nutrient profiling scheme could be based on threshold or scoring
systems. A threshold is a nutrient concentration value that must be complied with for the food
to be eligible to bear a claim. The Regulation allows derogation for one nutrient in the case of
nutrition claims, whereas all the thresholds must be met for health claims. Scores for food
products could be based on their content of the nutrients that are in the nutrient profile
scheme. The Panel recommends that the choice of threshold or scoring system should be
based on pragmatic considerations related to the needs of the particular scheme, while
threshold or score values should be selected to ensure the appropriate classification of food
products.

Feasibility/testing - Testing the suitability of a nutrient profile scheme to classify foods
appropriately as being eligible to bear nutrition and/or health claims requires a database of
energy and nutrient contents of a range of foods (as purchased) on the EU market. The
database is interrogated to identify foods that are (i) eligible to bear health claims (comply in
full with the nutrient profile), (ii) eligible to bear nutrition claims (comply with the nutrient
profile except for one nutrient) or (iii) ineligible to bear a nutrition or health claim.

The main scientific consideration for judging whether food products are classified
appropriately is the potential of the food products to adversely affect the overall dietary
balance for nutrients of public health importance. In practice, it is easier to assess the
classification of a food in relation to other foods in the same group, i.e. whether a food is
more or less likely to adversely affect the overall dietary balance than other foods in the same
food group.

The dietary role and importance of the food group, allowing for the variability in dietary
habits and traditions across different Member States, must also be taken into account in order
to ensure that some products in food groups that have important dietary roles can bear claims.

The classification of foods as being eligible to bear nutrition and/or health claims should be
consistent with food based dietary guidelines established in Member States, albeit it is
recognised that such guidelines are not uniform across countries.

In addition to scientific considerations, other issues that must be taken into account by the
European Commission include the need to allow for product innovation and the feasibility
and ease of use of the nutrient profile scheme.
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Limitations — The Panel recognises the scientific limitations intrinsic in the use of nutrient
profiles to classify foods as eligible to bear claims and the need for expert judgement to be
applied. There is an inherent difficulty in seeking to apply to individual food products nutrient
intake recommendations that are established for the overall diet. Furthermore, the potential of
food products (as purchased) to adversely affect the overall dietary balance does not take into
account changes in nutrient content that occur during cooking or preparation, such as addition
of fat, sugar or salt, nor does it take into account the habitual intake of the food or the pattern
of consumption. In addition, the lack of uniform data for food composition and food
consumption across the EU, as well as differences in nutrient intake recommendations and
food based dietary guidelines between Member States, makes it more difficult to set nutrient
profiles at EU level than at national level. The basis for expert judgements needed to address
such limitations should be transparent in order to avoid variable outcomes.

KEY WORDS

Nutrients, food groups, nutrient intake recommendations, dietary recommendations, food
based dietary guidelines, balanced diet, nutrition claims, health claims, nutrient profiles,
nutrient profiling, across the board scheme, category-based scheme, reference quantity
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BACKGROUND AS PROVIDED BY THE EUROPEAN COMMISSION

The Regulation 1924/2006 on nutrition and health claims made on foods' entered into force
on 19" J anuary 2007.

Article 4 of the Regulation foresees that the Commission shall establish specific nutrient
profiles, including exemptions, which foods or certain categories of foods must respect in
order to bear nutrition or health claims. These nutrient profiles shall be established through
the Regulatory Committee procedure and following consultation of the European Food Safety
Authority (EFSA).

The adoption of nutrient profiles as a criterion for permitting products to make claims is an
innovative step that aims to benefit both the consumers and the food manufacturers by
ensuring that claims do not mask the overall nutrient content of the products and encouraging
manufacturers to improve the nutritional quality of their products. This should favour the
development of products whose composition helps consumers to follow current scientific
advice, as to the overall nutrient balance to be aimed at day by day. This in turn is expected to
help stem the increasing levels of obesity and of non-communicable diseases that today are of
major public health concerns.

The setting of nutrient profiles is an exercise that should take into account dietary
recommendations, public health considerations, generally accepted scientific evidence relative
to the relationship between diet, nutrition and health as well as other considerations of an
industrial/commercial, cultural and dietary/culinary nature. Profiles should also, however,
permit product innovation and should take into account the variability of dietary habits and
traditions and the fact that dietary changes take time.

The setting of nutrient profiles should be undertaken bearing in mind the concept of better
regulation. As such the exercise should meet a number of criteria such as feasibility,
simplicity, ease of use by all the stakeholders and by the controlling authorities while
protecting at the same time the interests of the consumers.

TERMS OF REFERENCE AS PROVIDED BY THE EUROPEAN COMMISSION

In accordance with Article 29 (1) (a) of Regulation (EC) N° 178/2002, the European
Commission requests the European Food Safety Authority to provide relevant scientific
advice for the setting of nutrient profiles focusing in particular on:

(1) whether profiles should be set for food in general and/or categories of food;
(i)  the choice and balance of nutrients to be taken into account;
(111))  the choice of reference quantity/basis for profiles;

(iv)  the approach to the calculation of the profiles, and

! European Parliament and Council (2006). Regulation (EC) No 1924/2006 of the European Parliament and of
the Council of 20 December 2006 on nutrition and health claims made on foods. Official Journal of the European
Union OJ L 404, 30.12.2006. Corrigendum OJ L 12, 18.1.2007, p. 3—-18.
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(v)  the feasibility and testing of a proposed system.

In addition the Authority is requested to provide scientific advice on thresholds that should be
used for triggering the derogation foreseen in Article 4(2)(b) of the Regulation. In providing
scientific advice, EFSA is asked to consider to following:

Profiles to be set for food in general and/or categories of food

The first point to be considered is whether a single set of nutrient profiles should be set for all
foods across the board, whether nutrient profiles should be set by categories of foods or
whether there should be a combination of the two approaches.

A single set of nutrient profiles may be too rigid for taking into account the variety of
products that are currently eaten as part of a varied diet across the EU. On the other hand
setting profiles for an excessive number of categories of foods could be rather unmanageable
both for the interested operators and for the controlling authorities. Finally, it should also be
noted that the Regulation foresees the adoption of exemptions.

A system could combine both advantages of setting profiles in general and for a limited
number of food categories or individual foods. An overall nutrient profile would be set from
which derogations, adjustments and exemptions may be decided for a limited number of
categories of foods or individual foods. These could be identified by taking account of the
provision of Article 4(1):

"(b) the role and importance of the food (or of categories of food) and the contribution to
the diet of the population in general or, as appropriate, of certain risk groups including
children;

(c) the overall nutritional composition of the food and the presence of nutrients that have
been scientifically recognised as having an effect on health."

Categories could be, for example, some or all of:

» Vegetable oils

» Spreadable fats

» Dairy products

» Cereal products (bread, breakfast cereals)
» Fruit products

The number of such categories, should be limited above all in the starting period, but may be
able to evolve over time. The coverage of such categories should be based on scientific
opinion and will help to avoid borderline issues. For example, when fruits are concerned, the
limit of the category may be established by taking into account criteria such as of the presence
of vitamins and the sugar added. This will concern manufactured products, such as fruits
salads in light / heavy sugar syrup, fruits juices, fruits and vegetable juices, compote,
compotes with added sugar, compotes with fruit juice concentrates (apple juice concentrate)
and jams.

Specific conditions could also be discussed. Total exemption, or specific nutrient profiles
could be proposed, depending on the characteristics of the product and its role in the diet. For
example, should the saturated fat level for some dairy products (full fat milk, cheeses),
vegetable oils and spreadable fats be considered as the only criterion to be taken into account
to set specific nutrient profiles. Should sugar levels be adapted for breakfast cereals if those
contain high levels of fibre.

© European Food Safety Authority, 2008 Page 6 of 44



Opinion on the setting of nutrient profiles for foods bearing nutrition and health claims pursuant to Article 4 of the
Regulation (EC) No 1924/2006

Other foods or categories of foods may have a micronutrient content and bioavailability of
particular interest for the intake of that nutrient, such as iron in meat products and may also be
considered.

Choice and balance of nutrients to be taken into account

Secondly, consideration should be given to the selection of the nutrients to be taken into
account in setting the nutrient profiles. A number of important points should be given
consideration here such as the ease of use of the model, its robustness, its cost effectiveness,
avoiding undue distorting effects for the market and current scientific opinion about the role
of nutrients in health, and the availability of data on composition of products that will allow
the effective control of compliance.

In selecting such nutrients note should be taken of the provision of Article 4(1)(a):

"(a) the quantities of certain nutrients and other substances contained in the food, such as
fat, saturated fatty acids, trans-fatty acids, sugars and salt/sodium"

and of recital 12 which states that "the establishment of nutrient profiles should take into
account the content of different nutrients and substances with a nutritional or physiological
effect, in particular those such as fat, saturated fatty acids, trans-fatty acids, salt/sodium and
sugars, excessive intakes of which in the overall diet are not recommended, as well as poly-
and mono-unsaturated fats, available carbohydrates other than sugars, vitamins, minerals,
protein and fibre."

A key consideration in the choice of nutrients to take into account is whether a wide range of
them should be used in the formulation of the overall nutrient profiles or some few pertinent
ones, and depending, as the case may be, on the food category. Again the virtues of nutrient
profiles based on a large number of nutrients should be weighted against the burden that such
complexity would constitute.

The question of maintaining total fat, as a criterion for nutrient profiles could be considered,
taking into account that total fat could include saturated fat, for which intake among the
European population is too high, and fats such as mono and poly-unsaturated fatty acids,
which are nutritionally preferable according to scientific evidence.

Trans-fatty acids, like saturated fat, are also among the fats whose consumption can be
detrimental to health and therefore being among the nutrients to be taken into account. The
alternative to consider would be to have the sum of trans fatty acids and saturated fat as a
single criterion. Finally, an energy criterion could be taken into consideration as an alternative
to fat, as its level is well reflected in the food energy density. However, it should be taken into
account that calories are already part of nutrition labelling that is compulsory when a claim is
made.

Concerning the other nutrients listed in article 4 of the Regulation, i.e. sodium and sugars, it is
crucial that they are covered overall, but also in the context of some food categories as already
mentioned above.

Positive nutrients (one or more) could be considered for overall profiles or limited for some
food categories. For example, the level of fibre in cereal products could be taken into account
or the calcium level for some dairy products.
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The choice of reference quantity/basis for profiles

The basis on which to base the nutrient profiles is important. Such basis is usually the energy
or the weight/volume of the foods. However, with the increasing offer of products in portions,
the basis of portion may merit consideration. The lack of uniformity in the portion sizes
across the EU may, however, constitute a serious handicap for that basis. In any case, the
choice of the basis should be adapted to the objectives of the exercise and should be the one
that minimises any undue anomalies in the market.

The approach to the calculation of the profiles

An important piece in the puzzle of setting the nutrient profiles will be the mode or approach
for calculating/setting those. One approach can be by setting specific thresholds for the
nutrients chosen. Otherwise the nutrients chosen may be attributed a weighting according to
the nutrient and its quantity present in the food which will result in a scoring system for
calculating the profiles.

It should be noted that Article 4(2)(b) provides for a derogation according to which a claim
may be made for a product where a single nutrient is exceeding the profiles provided a
relevant statement appears in close proximity to the claim. If the nutrient profiles are set by a
scoring system, then a threshold will need to be set for the triggering of the above-mentioned
derogation.

In its technical report entitled “Diet, nutrition and the prevention of chronic diseases” that
WHO published in 2003, some Population Nutrient Intake goals for preventing diet-related
chronic diseases are proposed and could serve as a starting point to develop a nutrient profiles
system.

In this report, it is proposed that saturated fatty acid should not bring more than 10% of
energy of the total diet. The same percentage is proposed for added sugars, defined as all
monosaccharides and disaccharides added to foods by the manufacturer, cook or consumer,
plus sugars naturally present in honey, syrups and fruit juices.

An intake of 2g of sodium per day is also proposed, which would correspond to a level of
100mg/100kcal for an intake of 2000 kcal per day.

The feasibility and testing of a proposed system

Finally, it would be desirable that potential nutrient profile models are tested for their
feasibility and effects on a range of foods currently existing on the market. This would permit
to minimise undue effects and, as the case may be, adjust the models accordingly. In fact, this
should allow to examine the effect of varying the parameters of the model on a test sample
and identify different variants for the final model, as well as the resulting consequences for
the products of the test sample.

Testing and adequate corrections can only be performed with given models. Before such
tentative models begin to emerge the Commission services intend to provide further guidance
on the sample of foods to be used for the testing. Contacts are taken with stakeholders and
Member States in order to elaborate this test sample.
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1. INTRODUCTION

Nutrient profiling has been defined as “the science of categorizing foods according to their
nutritional composition” (Rayner et al., 2004), or as “categorization of foods for specific
purposes on the basis of their nutrient composition according to scientific principles” (Tetens
et al., 2007). In the context of the Regulation (EC) No 1924/2006 on nutrition and health
claims made on foods® (hereafter “the Regulation™), nutrient profiling is intended for the sole
purpose of governing the circumstances in which nutrition and health claims may be made.

EFSA has been asked by the Commission to provide scientific advice on the setting of
nutrient profiles as indicated in Article 4 of the Regulation. This Regulation foresees that the
European Commission shall establish (by 19" January, 2009) specific nutrient profiles with
which foods or certain groups of foods must comply in order to bear nutrition and health
claims. Foods promoted with claims might be perceived by consumers as having a nutritional,
physiological or other health advantage over similar or other products without claims. The use
of nutrient profiles would aim to avoid a situation where nutrition or health claims could
mislead consumers as to the overall nutritional quality of a food product when trying to make
healthy choices in the context of a balanced diet.

According to the Regulation, such profiles should take into account dietary recommendations
and public health implications, consider the role and importance of foods in the diet, and the
variability of dietary habits and traditions across Europe, and also allow for product
innovation by food manufacturers. All nutrients and other substances with a nutritional or
physiological effect, in particular those for which excessive intakes are not recommended,
such as fat, saturated fatty acids (SFA), trans fatty acids (TFA), salt/sodium, and sugars could
be considered in the setting of profiles.

In preparing its scientific advice to the Commission, the Panel reviewed a wide range of
reports and papers on nutrient profiles, including existing national and private schemes for
nutrient profiling. The Panel also considered views from stakeholders resulting from two
consultation events, i.e. the EFSA Conference on Nutrition and Health Claims (EFSA, 2006),
and the EFSA Scientific Colloquium on Nutrient Profiles (EFSA, 2007).

Although the Panel has tried to answer each question individually, it is mindful that the
questions posed in the Terms of Reference are inter-related and answers for each question will
necessarily be inter-dependent.

In addition to this Opinion, EFSA will continue to assist the European Commission in
establishing a nutrient profile scheme by developing a suitable food composition database and
providing advice for its use in testing any proposed scheme.

? European Parliament and Council (2006). Regulation (EC) No 1924/2006 of the European Parliament and of
the Council of 20 December 2006 on nutrition and health claims made on foods. Official Journal of the European
Union OJ L 404, 30.12.2006. Corrigendum OJ L 12, 18.1.2007, p. 3—-18.
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2. GENERAL PRINCIPLES

o The term ‘nutrient profile’ refers to the nutrient composition of a food or diet.
‘Nutrient profiling’ refers to the classification of foods based on their nutrient
composition for specific purposes. In this Opinion, the purpose is solely for the
regulation of nutrition and health claims made on foods’.

. The nutrient profile of the overall (habitual) diet is an important determinant of health
and the nutrient profile of a ‘balanced’ diet is defined by science based
recommendations for intakes of energy and nutrients. Because diets are composed of
multiple foods, overall dietary balance may be achieved through complementation of
foods with different nutrient profiles so that it is not necessary for individual foods to
match the nutrient profile of a ‘balanced’ diet. Nevertheless, individual foods might
influence the nutrient profile of the overall diet, depending on the nutrient profile of
the particular food and its intake. Thus, when classifying food products as eligible to
bear nutrition and/or health claims, the potential of the food to adversely affect the
overall dietary balance is the main scientific consideration.

o This consideration relates in particular to nutrients for which there is evidence of a
dietary imbalance in European populations that might influence the development
of overweight and obesity or diet-related diseases such as cardiovascular disease, or
other disorders; they include nutrients that might be consumed to excess, as well as
those for which intakes might be inadequate (Section 4).

o The setting of nutrient profiles should take into account the dietary role and
importance of food groups and their contribution of nutrients to the overall diet
of the population (or specific population groups) in order to ensure that some food
products in food groups with an important dietary role might be eligible to bear
claims. Some food groups are recognized as having important roles in the diets of
different population groups. The particular dietary roles of such food groups are
related to differences in their nutrient composition, as well as their (habitual) intake,
and are recognised in food based dietary guidelines in Member States. Such guidelines
also make distinctions between different products within these food groups based on
their potential to influence, beneficially or adversely, the overall dietary balance for
certain nutrients (Section 5). The dietary roles of these food groups might differ across
Member States owing to the variability of dietary habits and traditions. The
Regulation requires that this variability be taken into account in establishing nutrient
profiles.

o Experience with nutrient profile schemes has shown that they need to be adaptable in
order to provide for issues that may arise from time to time in their use in the
classification of particular food products.

3 European Parliament and Council (2006). Regulation (EC) No 1924/2006 of the European Parliament and of
the Council of 20 December 2006 on nutrition and health claims made on foods. Official Journal of the European
Union OJ L 404, 30.12.2006. Corrigendum OJ L 12, 18.1.2007, p. 3—-18.
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3. OVERVIEW OF NUTRIENT PROFILES SCHEMES

Nutrient profiling has been used for different purposes, e.g.: for nutritional classification of
foods, product development purposes, or for the regulation of claims. Reviews of existing
schemes for nutrient profiling, including comparisons and critical discussions, are available
(Stockley, 2003; Tetens et al., 2007; Garsetti et al., 2007; BEUC, 2006; Azais-Braesco et al.,
2006; Scarborough et al., 2007a) and are summarised in the Annex as are those schemes
intended for nutrition education, product labelling and product development.

Nutrient profiling for other purposes than regulation of claims is available, such as nutrition
education by health professionals, and as guidance to help consumers to make ‘healthy’
choices from the wide range of available food products. Nutrient profiling schemes are also
increasingly used as a (voluntary or private) basis for product labelling by food producers and
retailers who use graphic or symbolic representations (logos) on food products to
communicate nutrition information to the consumer and/or to mark products as “healthy” food
choices. Such classifications are also applied in product development and (re)formulation by
serving as a tool to evaluate and improve the overall nutritional quality of a producer’s
product portfolio (Nijman et al., 2007; Labouze et al., 2007). In the UK, a nutrient profile was
established by the Food Standards Agency (Rayner et al., 2004) to regulate the promotion of
food to children, i.e. to restrict (broadcast) advertisements to children of products high in fat,
saturated fatty acid, salt, and/or sugar.

Only those nutrient profiling schemes which have been used for the regulation of claims will
be discussed here. A short description of schemes, that have been used for the purpose of
permitting products to bear claims is provided in Table 1 and given in the Annex.

According to regulations in the US, Canada, Australia/New Zealand and Sweden, foods must
comply with general or specific criteria for nutrient composition to bear a nutrition or health
claim. Such regulatory schemes are not intended to convey direct messages to purchasers, but
aim to ensure that claims on foods will not mislead the consumer by masking the overall
nutrient composition of the product.

Nutrient profiling schemes generally used (or proposed) for regulatory purposes are based
upon general (‘across the board) or category-based nutrient criteria. Rather than using one
nutrient profiling scheme for all claims and covering all foods, nutrient profiles and
conditions in the US and Sweden are set for individual claims, or certain types of claims.
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Table 1: Examples of nutrient profiling schemes developed for the purpose of permittin

products to bear nutrition and/or health claims

Country/Authority Type of scheme | Approach to the | Reference Nutrients subject to | Nutrients subject to | Comments (see also the Annex)
calculation of the | quantity a maximum level in | a minimum level in
profile the food the food
USA (FDA; 2002) Across the board Threshold Per serving Total fat (<13 g) >10% of ‘daily Except for dietary supplements.
http://www.cfsan.fda.gov SFA (<4 g) value’ for at least In addition to the nutrients subject to a
Cholesterol (< 60 one of the following | maximum or minimum level, other
mg) nutrients: criteria specific for an approved health
Sodium (<480 mg) Vitamin A (5001U) claim can apply.
Per serving or C (6 mg) or
Calcium (100 mg) or
Iron (1,8 mg) or
Protein (5 g) or
Dietary fibre (2,5 g)
per serving
Canada (Health Canada; Category-based Threshold SFA >10% of No general requirement for the
2001) recommended nutrient composition of food bearing
http://www.hc-sc.gc.ca amount for atleast | claims. Instead, food falling under the
one of the “other foods” category of Canada’s
vitamins/minerals Food Guide to Healthy Eating are
excluded, e.g. foods high in salt,
sugar, fat, and beverages
Australia/New Zealand Across the board Threshold Per serving Total fat (<14 g) >10% of RDI of all | Nutrient profiling (scoring) system
(ANZFA; 2001) [for some SFA (<5 g) nutrients other than | under  construction, taking into
http://www.foodstandards.go specific Sodium (<500 mg) sodium or potassium | account level of total sugar, sodium,
v.au/ products per SFA, total energy, dietary fibre,
100 g or 100 protein and fruit and vegetable
(replaced by renewed scheme kJ] contents (modified from UK FSA
under construction) model) (FSANZ, 2007)
Sweden (SNF, 2005) Category-based Threshold 100 g (weight | Total fat, [Sodium], | Dietary fibre Criteria linked to green ‘keyhole’
%) [added sugar] symbol
France (Afssa, 2008) Across the board Scoring Energy LIM: Saturated fatty | SAIN: Protein, Based upon two independent scores: a
(SAIN), acid, trans fatty dietary fibre, iron limited nutrient score (LIM) and a
Weight (LIM) | acids, total sugars Vitamin C, and fat nutrition density score (SAIN)
soluble nutrients
Belgium (NHFP, 2007) Category-based Threshold Serving size | Energy Criteria based on the energy content of

food products.
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4 NUTRIENTS OF PUBLIC HEALTH IMPORTANCE FOR EUROPEAN
POPULATIONS

There is evidence that, for a number of nutrients and food groups, a dietary imbalance can
increase the risk of obesity and diet-related diseases (e.g. cardiovascular disease, cancer,
diabetes mellitus, osteoporosis and dental disease) that are of importance for public health in
the EU.

In its report on Diet, Nutrition and the Prevention of Chronic Disease, the WHO has ranked
the relationships between nutrients or foods and chronic disease according to the strength of
the evidence (WHO, 2003). The report indicated that there was convincing evidence for
causal links between the intake of energy dense foods (positive), dietary fibre and fruits and
vegetables (negative) and obesity, between the intake of saturated and trans fatty acids and
sodium (positive) and linoleic acid (PUFA), n-3 long-chain polyunsaturated fatty acids,
potassium and fruits and vegetables (negative) and cardiovascular disease, and between the
intake of vitamin D and calcium (negative) and osteoporosis. Convincing evidence was also
identified in the report between the intake of free sugars (positive) and dental disease. This
relationship with dental caries is related more to the frequency than to the quantity of sugar
consumption (Moynihan and Petersen, 2004; DoH, 1991; IOM, 2005).

The public health importance of these nutrients and foods for European populations has also
been identified in science based nutrient intake recommendations and food based dietary
guidelines from national and international agencies (e.g. Nordic Nutrition Recommendations
(Becker et al. 2004); Health Council of The Netherlands, 2006; Eurodiet report, 2000; WHO,
2006). For a number of nutrients and foods (total fat, saturated, unsaturated and trans fatty
acids, protein, carbohydrates, sugars, dietary fibre, salt, fruit and vegetables), population
intake goals that have been established in a number of Member States are generally consistent
(but not uniform), and aimed at the prevention of major diet-related public health problems in
Europe.

For some of these nutrients, habitual dietary intakes often exceed recommended levels and
should be reduced (e.g. saturated fatty acid and sodium) while for others (e.g. dietary fibre)
habitual intakes are frequently lower than recommended levels and should be increased in
order to promote health.

Data on dietary intakes of children, adults and older people in 12 European Member States are
available from the European Nutrition and Health Report (Elmadfa and Weichselbaum, 2005).
The methods used for estimating dietary intake varied among Member States and even within
countries.

Nutrients for which intakes might exceed recommended levels include:

o Energy density - Diets high in energy density (energy content per unit weight) tend to
be high in fat and low in water content. Evidence suggests that consuming diets of
high energy density can undermine normal appetite regulation leading to increased
overall energy intake through ‘passive overconsumption’ of food and can result in
weight gain (WHO, 2003; IOM, 2005).

. Total fat - Diets high in fat generally have a high energy density, can contribute to
excessive energy intake and energy imbalance and thus might promote weight gain.
However, no causal relationship has been established between total fat intake and
obesity or chronic disease risk (IOM, 2005). According to the European Nutrition and
Health report, the average contribution of fat to the total energy intake in Europe
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varies between 28 and 48 E% in adults (Elmadfa and Weichselbaum, 2005). This
contribution is higher than recommended maximum intakes for adults in the various
EU countries, which vary between 30 and 40 E% (IOM, 2005; EFSA, 2005b). In
addition to total fat intake, fat quality is important, i.e. the type of fatty acids that are
present (Section 7).

o Saturated fatty acids (SFA) — Diets high in SFA increase serum LDL-cholesterol
which has been associated with an increased risk of cardiovascular disease (IOM,
2005; EFSA, 2004). The average intake of SFA in adults in many EU Member States
(Elmadfa and Weichselbaum, 2005) exceeds the recommended maximum levels
(about 10 E%; WHO, 2003; Eurodiet, 2000).

o Trans fatty acids (TFA) - Diets high in TFA increase serum LDL-cholesterol, reduce
HDL-cholesterol and increase the total cholesterol to HDL-cholesterol ratio, all of
which have been associated with an increased risk of cardiovascular disease (IOM,
2005; EFSA, 2004). Evidence from a number of countries indicates that the intake of
TFA in the EU has decreased considerably over recent years, owing to reformulation
of food products, especially fat spreads. More recent reported intakes in some EU
Member States are close to the recommended maximum intake levels of 1-2 E%
(EFSA, 2004). For example, in the UK the average intake of TFA has been halved to
less than 1 E% (SACN, 2007). However in some countries, the amounts of TFA are
still high in some foods, such as in some snacks (e.g. popcorn), fast-foods (e.g.
beefburgers; French fries), and bakery products (e.g. cookies/pies; croissants) (Stender
and Dyerberg, 2003; Lehner, 2005; Stender et al., 2006).

. Sugars - Increased risk of dental caries in children is associated with a high frequency
(more than about 4 times daily) of intake of cariogenic sugars (mainly sucrose,
glucose, and fructose) rather than with the total amount of dietary sugars; the evidence
indicates that frequent consumption of sweets and confectionery products and sugar-
containing drinks is associated with a higher risk of caries (Moynihan and Petersen,
2004; DoH, 1991; IOM, 2005). The evidence relating high intake of sugars (mainly as
added sugars), compared to high intakes of starch, to weight gain is inconsistent (IOM,
2005; van Dam and Seidell, 2007). However, there is some evidence that sugar-
sweetened beverages do not induce satiety to the same extent as solid forms of
carbohydrate, and that high intakes of sugars in the form of sugar-sweetened
beverages might contribute to weight gain (van Dam and Seidell, 2007; Mann et al.,
2007). There is some evidence that high intakes of added sugars, particularly from low
nutrient density foods, might be associated with a decrease in the nutrient density of
the diet (‘nutrient dilution’) due to displacement of nutrient rich foods (van Dam and
Seidell, 2007). However, a systematic review concluded that the evidence for an
association of micronutrient dilution with added sugar intake is limited and
inconsistent (Rennie and Livingstone, 2007). Average intake for sugar (sucrose) in
Europe varies between 7-18 E% in adults (Elmadfa and Weichselbaum, 2005).

o Sodium - The major adverse effect of high dietary sodium intake is elevated blood
pressure. High blood pressure is an acknowledged risk factor for ischaemic heart
disease, stroke and renal disease (IOM, 2004; EFSA, 2005a). Mean daily sodium
intakes of populations in Europe range from about 3-5 g (about 8-11 g salt) and are
well in excess of recommended intakes. The main source of sodium in the diet is
processed foods (about 70-75% of the total intake), with about 10-15% from naturally
occurring sodium in unprocessed foods and about 10-15% from discretionary sodium
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added during cooking and at the table (EFSA, 2005a). The evidence suggests that
current levels of sodium consumption in Europe contribute to increased blood pressure

in the population, and a consequent higher risk of cardiovascular and renal disease
(EFSA, 2005a).

Nutrients for which intakes might be inadequate in relation to recommended levels
include:

Dietary fibre - High dietary fibre consumption is related to optimal bowel function
and reduction of cardiovascular disease risk. An adequate dietary fibre intake is also
associated with weight maintenance and sustained weight reduction in overweight
subjects, because of its satiating effect (WHO, 2003; van Dam and Seidell, 2007;
IOM, 2005). Average intake for dietary fibre in Europe varies between 16-26 g/day in
adults and is generally lower than the recommended intake of about 25 g/day (Elmadfa
and Weichselbaum, 2005).

Unsaturated fatty acids — In contrast to SFA and TFA, mono- and polyunsaturated
fatty acids (MUFA and PUFA, respectively) have beneficial effects on the serum lipid
profile. Average intakes of unsaturated fatty acids vary widely across EU Member
States, i.e. between 11-23 E% for MUFA and between 4-7 E% for PUFA in adults
(Elmadfa and Weichselbaum, 2005). The ratio of intake of unsaturated fatty acids to
SFA is considered to be too low in many Member States and food based dietary
guidelines generally recommend an increase in unsaturated fatty acids at the expense
of SFA (EFSA, 2005b). There is evidence that long chain omega-3 PUFA (n-3
LCPUFA) from fish and fish oils (EPA/DHA) might reduce the risk of cardiovascular
disease (EFSA, 2005b). Current average intakes of n-3 LCPUFA in Europe are
generally considered to be lower than the recommended intakes of about 200-
500mg/day (EFSA, 2005b).

Vitamins/minerals — For a number of vitamins and minerals there is evidence that
deficiencies can occur among some population groups in the EU that can adversely
affect health.

A role for calcium and vitamin D in the prevention of osteoporosis in older
populations (> 50 years) with a high fracture incidence was indicated in the WHO
report (WHO, 2003). There is a significant prevalence of low status for vitamin D in
many EU countries, particularly among older people and adolescents, and migrant
populations (Ovesen et al., 2003; Andersen et al., 2005). In general, average calcium
intakes in adults in Europe appear to be above recommended levels, but intakes appear
to be below recommended levels in some countries (e.g. Austria, UK and Hungary)
and particularly among women and older people (Elmadfa and Weichselbaum, 2005).

Adequate dietary intake of potassium helps to maintain lower blood pressure levels
and to reduce the adverse effects of high sodium intake on blood pressure that can
increase the risk of cardiovascular disease (IOM, 2004; WHO, 2003). Intakes of fruits
and vegetables, which are among the main dietary sources of potassium, are lower
than recommended in many EU countries (WHO, 2003; WHO, 2006).

Iron deficiency anaemia has detrimental health implications, particularly for mothers
and young children and there is evidence of low intake and status for iron in young
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children and in women of child-bearing age in some EU countries (Elmadfa and
Weichselbaum, 2005; WHO, 2002).

Low maternal folate intake in early pregnancy is a causal factor for neural tube defects
in infants and many EU countries recommend that women planning a pregnancy
should supplement their diet with 400ug/day of folic acid (SACN, 2006).

Iodine deficiency, of mild to moderate severity, which is an important determinant of
foetal and child development, is recognised in a number of EU Member States.
National salt iodisation programmes have been implemented in some EU countries to
address this problem (WHO, 2002).

5 FOOD GROUPS WHICH HAVE IMPORTANT ROLES IN THE DIETS OF
EUROPEAN POPULATIONS

A number of food groups are recognized as having important roles in the diets of population
groups in EU countries.

The important dietary roles of selected food groups (including those indicated in the Terms of
Reference), and their contribution to the intake of the nutrients of public health importance
for European populations (identified in Section 4) are summarised in Table 2. Food based
dietary guidelines in Member States generally encourage increased consumption of these food
groups while making distinctions between different products within these food groups based
on their potential to influence, beneficially or adversely, the overall dietary balance for
nutrients of public health importance.

o Vegetable oils (including e.g. seed, olive and palm oils) are important contributors of
unsaturated fatty acids including MUFA, and PUFA, and vitamin E. However, some
oils, such as coconut and palm oil, have a higher SFA content than most of the others,
such as olive, rapeseed or sunflower oil. Except for those that are (partially)
hydrogenated, vegetable oils contain low levels of TFA (< 2 E%) and contribute little
TFA to the diet.

o Spreadable fats (including e.g. fat spreads, margarine, butter) are also important
contributors of unsaturated fatty acids including MUFA, and PUFA, and of fat soluble
vitamins (E, A, and D (added)), depending on the constituent fats and oils. Some
products, especially those containing animal fats, are relatively high in SFA. In the
past, this food group was a significant source of dietary TFA, owing to the use of
(partially) hydrogenated (hardened) oils. However, the contribution of fat spreads to
TFA intake has decreased considerably in many Member States owing to technical
improvements and reformulation (EFSA, 2004; SACN, 2007).

o Most dairy products (including e.g. milk, yoghurt, cheese) are important contributors
of calcium and protein, vitamins (B,, B2, and D if added), and trace elements (Zn,
iodine). Some of these products also contribute to intakes of SFA, sodium (added) and
sugar (added). The content of SFA is dependent on the content of total fat. TFA are
naturally present in the fat containing products, but generally in low amounts.

o Cereals and cereal products (including e.g. bread, breakfast cereals, bakery products,
rice, pasta) are important contributors of digestible carbohydrates and dietary fibre, B-
vitamins, minerals, and trace elements. Some of these products also contribute to SFA,
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sodium (added) and sugar (added) intakes in certain population groups. In some
countries, the TFA content of bakery products (e.g. cookies/pies; croissants) is
reported to be high (Stender and Dyerberg, 2003; Lehner, 2005; Stender et al., 2006).

o Fruits and vegetables, and their products (including e.g. fresh fruits and vegetables,
fruit juices, fruit salads, vegetable juices) are important low-energy density foods and
at the same time are important contributors of vitamins (C, folate), minerals
(potassium, magnesium) and dietary fibre to the overall diet. A higher consumption of
foods from the fruit and vegetable group has been associated with a lower risk of some
chronic diseases (Eurodiet, 2000; WHO, 2003), an effect that cannot be easily
explained on the basis of their nutrient content. Food based dietary guidelines from
Member States and international agencies generally recommend an increase in the
consumption of fruits and vegetables as part of a balanced diet (WHO, 2003; WCREF,
2007). However, some (processed) products can contribute appreciable amounts of
sugar (added) or sodium (added) to the overall diet.

o Meat and meat products (including e.g. fresh meat, sausages, cured meat, offals)
contribute significantly to the dietary intake of high quality protein, iron, vitamins (A,
Bj,, folate, and D) and monounsaturated fatty acids. Some products can also
contribute to SFA, and added salt (processed meats) to the overall diet.

o Fish and fish products (including e.g. fresh fish, salted and smoked fish), are
principal contributors of n-3 polyunsaturated long chain fatty acids (EPA/DHA). They
are also good contributors of protein, vitamins (A and D) and iodine. Some fish also
contribute SFA, and (added) salt (some processed fish products) to the overall diet.

o Beverages (non-alcoholic) (including e.g. water, powdered drinks, soft drinks) are
important for hydration. Some products, e.g. sugar-sweetened beverages, can
contribute to (added) sugar (mono- and disaccharides) content of the overall diet.

The role and contribution of each group and of individual foods within these food groups to
diets vary between the various Member States because of differences in dietary/cultural habits
and the availability of food products. For example, potatoes are an important source of dietary
carbohydrates in most northern-European countries and are recommended as such by some
national dietary guidelines, while rice and/or pasta products have that role in the southern EU
countries. Also the amount and type of dairy products (milk versus yoghurt and cheeses) as
contributors of dietary calcium and protein vary between countries, as well as the relative
dietary importance of certain foods and food groups.

The Regulation requires that the variability of dietary habits and traditions in the EU be taken
into account in establishing nutrient profiles.
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Table 2: Role and dietary contribution of selected food groups including those identified in the Terms of Reference

Food or food group

Nutrients for which intakes might
exceed recommendations '

Overall dietary role™

Dietary habits and consumption patterns in different
Member States (MS)"°

Vegetable oils:

SFA

Unsaturated fatty acids acid (MUFA &
PUFA) and vitamin E

Differences in consumption patterns across MS such as
Mediterranean use of olive oil versus Nordic use of rapeseed
oil.

Spreadable fats:

SFA (fats of animal origin) and TFA
(hardened fat).

Unsaturated fatty acids (MUFA, PUFA),
vitamins E, and A and D (if added)

Differences in consumption patterns across MS.

Dairy products:

SFA, Na (cheese), sugar (added)

Calcium, Vitamin D (added),
protein, and vitamins By, B, . iodine, Zn

Consumption of cheese and (fermented) dairy products vary
across MS.

Cereal and cereal products:

SFA, TFA, Na (added) and sugar (added)

Dietary fibre,
Digestible carbohydrates,
Minerals, B-vitamins, trace elements

Differences in consumption patterns of refined and wholegrain
and breakfast cereal products between MS.

Fruits and vegetables, and their products:

Na (added), Sugar (added)

Related to individual product (vitamins
and minerals, folate, potassium and
dietary fibre).

Low energy density

Large inter-country differences; low consumption especially in
new MS and in most socio-economically disadvantaged groups.

Meat and meat products:

SFA and
Na (added)

High quality protein, Fe, vitamins and
minerals, and MUFA..

Differences (socio-economic and geographical) in consumption
of lean versus fattier products.

Fish and fish products

Na (added), SFA

n-3 LC-PUFA (EPA/DHA), vitamins A
and D, and iodine

Differences in pattern of consumption between MS.

Beverage (non-alcoholic)

Sugar (added)

Hydration

Differences in pattern of consumption,

1 Eurodiet, 2000
2 WHO report 916, 2003

3 National dietary surveys (e.g. Finnriski, 2007)

4 Elmadfa and Weichselbaum, 2005

5 FAO Food Balance sheets and country profiles (www.fao.org)
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6 NUTRIENT PROFILES FOR FOOD IN GENERAL AND/OR FOR
CATEGORIES OF FOOD

For the purpose of the Regulation, foods may be grouped on the basis of their role in the diet,
such as dairy products (including e.g. milk, yoghurt, cheese) as a source of calcium, B-
vitamins and protein or cereal products (including e.g. bread, breakfast cereals, bakery
products, rice, pasta) as a source of digestible carbohydrate, dietary fibre, B-vitamins and
minerals. Grouping of foods in this way provides a basis for a category-based scheme for
nutrient profiles where each food group with an important dietary role (or sub- groups
within it) has a specific nutrient profile related to its potential to adversely affect the overall
dietary balance for nutrients of public health importance. The Swedish green ‘keyhole’ logo
scheme (SNF, 2005), and the proposed Belgian NFHP (2007), are typical category-based
schemes (Table 1).

Thus, category-based schemes take into account the role of food groups in the overall diet, as
required by the Regulation. An advantage of category-based schemes is that the general
comparability of portion size, frequency of intake and pattern of consumption of products
within a food group facilitates application of a single nutrient profile. Furthermore, because of
similarity of nutrient composition within food groups, nutrient profiles can be simple for each
food group (with few nutrients required to discriminate between products) and are easily
adapted. For example in the Swedish green ‘keyhole’ scheme the nutrient profile for low fat
milks is based on total fat content only (SNF, 2005). Such a system is flexible allowing ready
amendment of nutrient profiles for specific food groups.

However, there are no EU-standardised food groups that are based on their nutrient
contribution to the overall diet and, given the increasing complexity of the food supply in the
EU, a relatively large number of food groups might be needed to allow the inclusion of all
food products. The main disadvantage is the potential complexity of defining and managing a
large number of food groups across Europe with each food product assigned to one food

group.
A nutrient profile scheme for food in general has a single nutrient profile for all foods.
While this approach overcomes the problem of defining and managing food groups, the need
to account for large inherent differences in the nutritional composition of different food
groups can lead to more complex nutrient profile schemes that are less easy to adapt than
category-based schemes.

The FSA (Rayner et al., 2005) and proposed FSANZ (2007) and Afssa (2008) profiling
models are typical of such schemes (Table 1). Once established, such schemes are easy to
apply. Such schemes do not directly take into account the different roles of food groups in the
overall diet. However, these differences can be taken into account indirectly, e.g. by inclusion
of additional nutrients (sometimes optional: FDA, 2002; Labouze, 2007) which discriminate
in favour of certain food groups such as protein or calcium for dairy products (Rayner et al.,
2005). Indeed, in the development of such schemes, the appropriateness of the classification
of individual food products is typically assessed in relation to the food groups to which they
belong (Rayner et al., 2005; FSANZ, 2007). Such schemes also need to take into account the
large inherent differences in the nutrient composition of different food groups, e.g. the
differences in water content between foods and particularly between foods and beverages.
While this approach overcomes the problem of defining food groups, it can lead to more
complex nutrient profile schemes that are less easy to adapt than category-based schemes
because changing one parameter in the profile might affect the outcome for many food
groups.
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The Panel considers that a nutrient profile for food in general with exemptions from the
general profile, if necessary, for a limited number of food groups that have important
dietary roles (one option outlined in the Terms of Reference) might overcome the main
disadvantages of these two types of schemes and would ensure that some food products in
these food groups might be eligible to bear claims.

In principle, total exemption of a food group from the requirement to comply with the nutrient
profile for food in general might be made based on the role and importance of the food group
in the diet, e.g. all fresh or minimally processed fruits and vegetables.

Alternatively, nutrient profiles specific to particular food groups might be established based
on the use of different nutrients, thresholds or scores.

In setting specific nutrient profiles for such food groups other considerations might also be
taken into account such as:

. the potential for product reformulation;

. the number of foods eligible to bear claims in a specific group, while allowing
sufficient consumer choice of foods with claims;

o the availability of good quality data on the food composition, and the range of nutrient
contents in the group.

7 CHOICE OF NUTRIENTS IN SETTING NUTRIENT PROFILES

The choice of nutrients to be included in nutrient profiles should be driven by their public
health importance for EU populations. Nutrients of public health importance for EU
populations are discussed in Section 4.

Based on their public health importance, saturated fatty acids, sodium, dietary fibre and
unsaturated fatty acids, intakes of which do not comply with nutrient intake
recommendations in many Member States, could be included in the nutrient profile. As either
saturated or unsaturated fatty acids could be used to discriminate between foods with respect
to the nutritional quality of their fat content, there might not be a need to include unsaturated
fatty acids in the profile if saturated fatty acids are included. The use of dietary fibre might be
limited to certain food groups which are important dietary sources and for which its ability to
discriminate between food products would be most relevant, e.g. cereal products.

Trans fatty acids (TFA) might be included; however, TFA are of decreasing public health
importance as intakes in the EU have declined considerably (Section 4). For some product
groups, such as some snack and bakery products that might have a high content of TFA, the
inclusion of TFA might discriminate better between foods with respect to the nutritional
quality of their fat content. However, there might not be a need to include TFA in the profile
if SFA are included. The data available in published food composition databases on TFA
contents of food products are of variable quality, due partly to ongoing reformulation of
foods, which might present practical difficulties for inclusion of TFA (e.g. for testing the
scheme) (EFSA, 2007).

The public health importance of sugars relates in particular to increased risk of dental caries
in children associated with a high frequency of intake of cariogenic sugars and the possible
risk of weight gain associated with high intakes of sugars in the form of sugar-sweetened
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beverages (Section 4). Food composition data for sugars are generally available only for ‘total
sugars’ and not for ‘added’ or ‘cariogenic’ sugars. Thus, total sugar content might be included
for particular food groups, e.g. beverages, and foods,, such as confectionery products, that
might be consumed with a high frequency.

Energy density might be considered because of the association of high energy density diets
with increased risk of weight gain. However, energy density of foods is influenced by both
water and fat content and differences in their water content might confound comparisons
between foods. This confounding is a greater disadvantage for schemes devised for food in
general than for category-based schemes, because the water content is more variable between
food groups than within food groups. Nevertheless, energy density might be a suitable
criterion for specific food groups, e.g. if the water content is relatively consistent between
food products in the group.

The use of total fat might be considered because of its association with higher energy density
in foods. However, unlike SFA, total fat would not discriminate between food products on the
basis of the nutritional quality of their fat content. As foods high in SFA are mostly also high
in total fat content, total fat might not be needed if SFA were included. Nevertheless, total fat
might be a suitable criterion (instead of SFA) for specific food groups, e.g. if the fat quality
was consistent between food products in the group.

The inclusion of some of the vitamins and minerals of public health importance (Section 4)
might be considered. In addition, depending on the type of scheme adopted, nutrients might
be included in the setting of nutrient profiles for reasons other than their public health
importance. For example, nutrients might be included that better discriminate between food
products within a food group, or that could serve as markers for particular food groups (e.g.
iron for meat, calcium or protein for dairy products (Rayner et al., 2005). However, the total
number of nutrients included would have to be limited to avoid overly complex nutrient
profiles. Overall, the selection of nutrients for inclusion in any scheme should be such as to
give appropriate classification of food products in the different food groups (Section 10.2).

In conclusion, the Panel recommends that the choice of nutrients to be included in nutrient
profiles should be driven by their public health importance for EU populations. These
nutrients include saturated fatty acids, sodium, dietary fibre and unsaturated fatty acids,
intakes of which do not comply with nutrient intake recommendations in many Member
States. Unsaturated fatty acids might not be needed if saturated fatty acids are included. The
use of dietary fibre might be limited to certain food groups that are important dietary sources
and for which its ability to discriminate between food products would be most relevant, e.g.
cereal products. Trans fatty acids might be included for some food groups but are of
decreasing public health importance as intakes in the EU have declined considerably. Total
sugar content might be included for particular food groups, e.g. beverages, and foods, such as
confectionery products, that might be consumed with a high frequency. Depending on the
scheme adopted, energy density or total fat, as well as other nutrients, might also be
considered. However, the total number of nutrients included would have to be limited to avoid
overly complex nutrient profiles.
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8 REFERENCE QUANTITY

In expressing the nutrient content of foods there are three different approaches that could be
considered individually:

e serving size or portion
e weight/volume, e.g. per 100 g/100 ml

e energy, e.g. amount per 100 kcal/100 kJ, or, for macronutrients, as percentage of
energy content (E%).

Alternatively, a combination of these approaches might be considered in order to limit the
disadvantages of each.

Expressing nutrient content on a per serving basis is the only approach that is directly related
to the quantity of food typically consumed, which is an important determinant of the potential
of the food to adversely affect the overall dietary balance. This approach has been used in the
USA for regulating health claims, and servings (Reference Amounts Customarily Consumed
Per Eating Occasion, RACC) are legally defined for a wide range of food product groups (e-
CFR, 2008). Currently, EU nutrition labelling allows for nutrient content to be presented per
serving (as defined by individual food manufacturers), in addition to nutrient content per 100g
or 100ml. Although many food products are labelled in this way, the lack of standardised
serving sizes for different groups of food products at EU level is a disadvantage of this
approach.

Using weight or volume (e.g. per 100g or per 100ml) would be consistent with current EU
nutrition labelling regulations. Many foods already indicate the contents of key nutrients per
100g or 100 ml on labels. However, the quantity of a food typically consumed might differ
significantly from 100g or 100ml. It might be less than 100g per serving, for example, for fat
spreads and oils, cheeses, and dry breakfast cereals or greater than 100 ml per serving for
beverages. In addition, differences in the water content of foods can greatly influence the
nutrient content expressed on a weight/volume basis and can confound comparisons between
foods, e.g. the fat content of cheese compared to milk. This confounding is a greater
disadvantage for schemes devised for food in general than for category-based schemes,
because the water content is more variable between food groups than within food groups. In
schemes for food in general, however, this disadvantage can be partly overcome if beverages
are considered separately from solid foods (e.g. in the schemes from UK (Rayner et al., 2005)
and Australia/New Zealand (FSANZ, 2007)).

Expressing nutrient content in relation to the energy content can be done either as amount per
100 kcal/100 kJ, or, for macronutrients, as percentage of the total energy content (E%). These
expressions facilitate the comparison between foods of different water contents. Relating
nutrient content to energy content also allows ready comparison of the nutrient content of a
food with nutrient recommendations expressed on an energy basis for the overall diet or
labelling reference values derived from such recommendations. However, the nutrient
contents of foods or beverages with a low energy content might appear high on an energy
basis while being low when expressed as the amount in the quantity typically consumed, e.g.
dietary fibre in fruits and vegetables with a high water content.

The Panel recommends that selection of a suitable reference quantity should be based on
pragmatic considerations related to the needs of the particular nutrient profile scheme.
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9 THRESHOLD AND SCORING SYSTEMS
9.1 General considerations

Whatever the method for calculating nutrient profiles, it results in a threshold separating the
foods which are eligible to bear a claim from other foods. The methods can be classified into
two main types, depending on the use of a threshold for each nutrient included in the scheme
or on the use of one or two thresholds for the score(s) calculated from a combination of
individual thresholds for each nutrient. These two principles have been applied to across the
board schemes as well as to category-based schemes. The reference values, on which the
threshold criteria are based, are those of the country in which the system has been developed.
Comparative testing of different profiling systems should be done on the same food basket
and use the same nutrient reference values.

In this Section, the terms “qualifying” and “disqualifying” are used in connection with
nutrients only for the purpose of scoring systems.

9.1.1 Thresholds

A threshold is defined as a single value for each nutrient that must not be exceeded (upper
limit) or that must be reached (lower limit) in a food to be eligible to bear a claim. The
regulation allows derogation for one nutrient in the case of nutrition claims, whereas all the
thresholds must be met for health claims. In some across the board schemes (FDA, 2002) with
lower limits for several nutrients, at least one threshold should be met. Several methodologies
have been proposed to derive thresholds:

. Thresholds can be derived for a specific food product from the recommendations for
the nutrient intake in the total diet. Such an approach could lead to very unrealistic
thresholds for some food groups and exclude them from any possibility to bear a
claim. This approach also implies that foods bearing a claim should have a
composition corresponding to dietary recommendations. Such an approach is easier to
apply to across the board schemes.

o Using food composition data, a threshold could be fixed for example at the average or
median value of the nutrient content of foods in a given food group. This threshold
could be changed with the evolution of product composition. Such an approach is
easier to apply to category-based schemes. Alternatively, when starting from a
selection of products, which have been identified by experts as eligible for bearing
claims, statistical approaches could be used to derive the thresholds (Afssa, 2008).

. Using nutrient consumption data, e.g. in the Dutch tripartite system (NNC, 2006),
desirable changes in the population nutrient intake could be used to set thresholds for
food groups.

Depending on the choices made for other issues, more complex threshold systems could be
proposed. As an example, exceeding the threshold for total fat (e.g. 10 E%) might lead to the
consideration of a second threshold, which could take into account the quality of fatty acids.

9.1.2 Scores

Points are attributed to a food for fulfilling the criteria for the content of each of the nutrients
that are part of the nutrient profile, and the points are combined into a total score. The scoring
systems may be distinguished as follows:

© European Food Safety Authority, 2008 Page 23 of 44



Opinion on the setting of nutrient profiles for foods bearing nutrition and health claims pursuant to Article 4 of the
Regulation (EC) No 1924/2006

o According to the method of calculation of the points: points can be given according to
the position of the value in predefined reference intervals or, alternatively, according
to the position on a continuous reference scale. In some systems the ratio of the
nutrient amount in the food to the reference value or the position of the nutrient value
in the food compared to two references, nutrient recommendation and average
consumption, determine the number of scoring points.

o According to the method of calculation of the final score: some systems allow for a
compensation between qualifying and disqualifying nutrients, while others do not and
result in two separate scores. When a single score is used, some additional rules might
be necessary, because very different foods can have the same score. For example, for a
food with a high content of a qualifying nutrient and a moderate content of a
disqualifying nutrient, and for a food with a low content of a qualifying nutrient and
no disqualifying nutrient the score could be the same, while the two foods might not
have the same importance for the balance of the total diet.

9.2 Examples from threshold and scoring systems

A more detailed description of some examples from threshold and scoring systems are given
in the Annex.

A system based on thresholds has been applied in several nutrient profiling schemes, e.g.
Food and Drug Administration of the United States (FDA, 2002), The tripartite system
proposed by the Netherlands Nutrition Centre (NNC 2006), the green ‘keyhole’ in Sweden
(SNF, 2005) and The Nutrition Score proposed by Unilever (Nijman et al., 2007).

Scoring systems have been applied e.g. in the Nutritious Food Index (NFI) (Gazibarich and
Ricci, 1998), the model RRR (Scheidt and Daniel, 2004), the model developed by the Food
Standards Agency (FSA) of the United Kingdom (Scarborough et al., 2007a),
TheFoodProfiler (Labouze et al., 2008), and French Food Safety Agency (Afssa, 2008).

9.3  Advantages, disadvantages of each approach

In the actual absence of a gold standard methodology to evaluate nutrient profiles, advantages
and drawbacks can only be analysed from a theoretical point of view. This is demonstrated by
various working groups who compared the use of different systems on the same food panel
and demonstrated that they lead to discrepancies.

The advantage of threshold systems are their simplicity and practicability: they can be easily
explained and used by manufacturers, as an immediate target for reformulation, and by
control organizations. The application of derogations for nutritional claims is easy.

A disadvantage is that they might be too simplistic and would need food group specific
thresholds.

Scoring systems might reflect better the global quality of a food and might be more
appropriate for products which are good sources of qualifying nutrients while having also
high levels of disqualifying nutrients. Their apparent complexity does not preclude ease of
use, especially if there are a limited number of nutrients.

The Terms of Reference indicates that if the nutrient profiles are set by a scoring system, then
a threshold will need to be set for the triggering of the derogation, in the case of regulation of
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nutrition claims. A derogation for nutrition claims is easy in scoring systems, without the
need to define separately some thresholds: if, e.g. the removal of a single disqualifying
nutrient from the calculation of the score for a food group leads to an improvement of the total
score. As an example using the FSA scheme (Annex - Table 4), consider a food with 1 point
for energy, 6 points for salt, 3 points for sugars and 2 points for saturated fatty acids and 6
points for the qualifying nutrients. Because the total of negative points (12) does not permit
any subtraction of positive points, the food would not be allowed to bear a claim. The removal
of the sodium criterion results in a total of 8 points for disqualifying nutrients and permits
subtraction of the points for the qualifying nutrients. The total score would be 2, the food
could bear a nutrition claim and would need to be labelled with the high content of sodium.
Theoretically, scoring systems could leave more room for the evolution of products. Scoring
systems, particularly with points calculated in a continuous way, are less sensitive to
threshold effects.

Manufacturers already use either scoring or threshold systems, with apparently the same
efficiency and satisfaction. A scoring system may be more or less strict than a threshold
system, depending on the thresholds used for the total score.

One possible concern might be the balance between qualifying and disqualifying nutrients.
However, this concern has been taken into account in the proposed scoring systems, either by
introducing additional rules (FSA, FSANZ) or by the absence of compensation between
qualifying and disqualifying nutrients (The FoodProfiler, Afssa). Absence of compensation
might be better suited to avoid the situation where the simple addition of a nutrient to a food
which has been classified to be not eligible to bear a claim could make it eligible without
changing its overall unfavourable composition.

The Panel recommends that the choice of threshold or scoring system should be based on
pragmatic considerations related to the needs of the particular scheme, while threshold or
score values should be selected to ensure the appropriate classification of food products.

10 TESTING OF NUTRIENT PROFILE SCHEMES

10.1 General considerations

The objective of testing a nutrient profile scheme is to determine its suitability to classify
foods appropriately as being eligible to bear nutrition and/or health claims. Testing requires a
database of energy and nutrient contents of a range of foods to be delivered as such to the
final consumer (as purchased) foods on the EU market. The database is interrogated to
identify foods which are (i) eligible to bear both nutrition and health claims (comply in full
with the nutrient profile), (ii) eligible to bear nutrition claims only (comply with the nutrient
profile except for 1 nutrient) and iii) ineligible to bear either a nutrition or health claim. It is
then necessary to evaluate the outcome of the testing to establish whether individual food
products are classified appropriately.

Testing of any or several nutrient profiling scheme(s) should be planned to go through several
iterative steps including: 1) testing, 2) evaluating results by comparison to the classification
obtained by expert judgement, 3) refining the model(s) with respect to both foods, nutrients
and possibly reference quantity, 4) retesting. The outcome of the testing will lead to a final
decision on the number and combination of nutrients and on separate thresholds or combined
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thresholds in an overall score. Some examples of testing (Azais-Braesco et al., 2006; Rayner
et al., 2005; Scarborough et al., 2007b; Volatier et al., 2007; Quinio et al., 2007) are outlined
in the Annex.

10.2 Criteria for assessment of food classification

The main scientific consideration for assessing whether a food is classified appropriately with
regard to its eligibility to bear nutrition and/or health claims is the potential of the food to
adversely affect the overall dietary balance for nutrients of public health importance. In
practice, it is easier to assess the classification of a food in relation to other foods in the same
group, i.e. whether a food is more or less likely to adversely affect the overall dietary balance
than other foods in the same food group. This approach is generally used in both category-
based schemes and in schemes for food in general.

The dietary role and importance of the food must also be taken into account, allowing for the
variability in dietary habits and traditions across different EU countries. This is to ensure that
some products in food groups that have important dietary roles can bear claims. The
classification of foods as being eligible to bear nutrition and/or health claims should be
consistent with food based dietary guidelines established in Member States, although it is
recognised that such guidelines are not uniform across countries.

Such assessment requires expert judgement based on scientific knowledge about diet and
nutrition, and their relation to health.

In addition to scientific considerations, other issues that must be taken into account by the
European Commission include the need to allow for product innovation and the feasibility
and ease of use of the nutrient profile scheme.

10.3 Database

Testing requires a database of energy and nutrient contents of a range of foods to be delivered
as such to the final consumer. Possible sources of data on food composition include national
databases, food industry or nutrition labels on food products. The following should be
considered when compiling the necessary database:

Foods: As far as possible, the foods should be standardized and representative of all food
groups across Member States. The database should include foods to be delivered as such to
the final consumer (i.e. foods that are on the market), including non-pre-packaged foodstuffs
(including fresh products such as fruit, vegetables or bread) and ready-to-eat meals put up for
sale to the final consumer or to mass caterers) and foodstuffs packed at the point of sale at the
request of the purchaser or pre-packaged with a view to immediate sale. Foods intended for
supply to restaurants, hospitals, schools, canteens and similar mass caterers should also be
included. For each food group the range of contents for those nutrients that might be included
in nutrient profiles of food products on the market should be represented.

Nutrients: The database should include energy and nutrients of public health importance for
European populations, including nutrients for which intakes might exceed recommendations:
e.g. total fat, saturated fatty acids, trans fatty acids, sugar, sodium, and nutrients for which
intakes might be inadequate in relation to recommended levels: e.g. unsaturated fatty acids,
dietary fibre, as well as other nutrients, e.g. some vitamins and minerals (Section 4). In
addition, consideration should be given to including nutrients that might be used to
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distinguish between foods in specific food groups or that might be used as markers for
particular food groups (e.g. iron for meat and calcium or protein for dairy products). The
absence of values for some nutrients in the database might be a limitation on which nutrients
could be included in the nutrient profiles (e.g. for testing the scheme).

Reference quantity: 100g (or 100ml) is the most common basis used for tables of nutrient
contents of food; energy content is generally available for foods and may be used to calculate
nutrient content on an energy basis (e.g. per 100 kcal or, for macronutrients, as E%). Nutrient
contents per portion are usually not available in food tables; however, they may be calculated
if the portion size is known. Nutrition labels on foods frequently contain data on energy and
selected nutrients per portion in addition to data per 100g or 100 ml.

11 LIMITATIONS

There are limitations in the use of nutrient profiles based on the composition of foods as
purchased to classify foods as eligible to bear claims. There is an inherent difficulty in
seeking to apply to individual food products nutrient intake recommendations that are
established for the overall diet. Furthermore, the potential of food products as purchased to
adversely affect the overall dietary balance does not take into account changes in nutrient
content that occur during cooking or preparation, such as addition of fat, sugar or salt nor does
it take into account the usual intake of the food (based on portion size and the frequency of
intake or the pattern of consumption) or particular combinations of foods that are purchased
separately but usually consumed together (such as dry cereals consumed with milk). In
addition, the lack of uniform data for food composition and food consumption across the EU,
as well as differences in nutrient intake recommendations and food based dietary guidelines
between Member States, makes it more difficult to set nutrient profiles at EU level than at
national level. The basis for expert judgements needed to address such limitations should be
transparent in order to avoid variable outcomes.

CONCLUSIONS

‘Nutrient profiling’ is the classification of foods for specific purposes based on their nutrient
composition. In this opinion, the purpose is solely for the regulation of nutrition and health
claims made on foods.

When classifying food products as eligible to bear claims, the potential of the food to
adversely affect the overall dietary balance is the main scientific consideration.

This consideration relates in particular to nutrients for which there is evidence of a dietary
imbalance in EU populations that might influence the development of overweight and obesity
or diet-related diseases such as cardiovascular disease or other disorders; they include
nutrients that might be consumed to excess, as well as those for which intake might be
inadequate.

The Regulation requires that the setting of nutrient profiles should take into account the
dietary role and importance of food groups and their contribution of nutrients to the overall
diet of the population (or specific population groups). Food groups with important dietary
roles include vegetable oils, spreadable fats, dairy products, cereals and cereal products, fruits
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and vegetables and their products, meat and meat products, fish and fish products, and non-
alcoholic beverages. The different dietary roles of such food groups are recognised in food
based dietary guidelines in Member States, which also make distinctions between different
products within these food groups based on their potential to influence, beneficially or
adversely, the overall dietary balance for certain nutrients. The dietary roles of these food
groups might differ across Member States owing to the variability of dietary habits and
traditions and the Regulation requires that this variability be taken into account in establishing
nutrient profiles.

Nutrient profile schemes for food in general and category-based schemes each have
advantages and disadvantages. The Panel considers that a nutrient profile for food in general
with exemptions from this general profile, if necessary, for a limited number of food groups
that have important dietary roles (one option outlined in the Terms of Reference) might
overcome the main disadvantages of these two types of schemes. Such exemptions would
ensure that some food products in these food groups may be eligible to bear claims. Such
exemptions might be based on the use of different nutrients, thresholds or scores.

The Panel recommends that the choice of nutrients to be included in nutrient profiles should
be driven by their public health importance for EU populations. These nutrients include
saturated fatty acids, sodium, dietary fibre and unsaturated fatty acids, intakes of which
generally do not comply with nutrient intake recommendations in many Member States.
Unsaturated fatty acids might not be needed if saturated fatty acids are included. The use of
dietary fibre might be limited to certain food groups that are important dietary fibre sources
and for which the use of dietary fibre to discriminate between food products would be most
relevant, e.g. cereal products. Trans fatty acids might be included for some food groups but
are of decreasing public health importance as intakes in the EU have declined considerably.
Total sugar content might be included for particular food groups, e.g. beverages, and foods
that might be consumed with a high frequency, such as confectionery products. Depending on
the scheme adopted, energy density or total fat, as well as other nutrients, might also be
considered. However, the total number of nutrients included would have to be limited to avoid
overly complex nutrient profiles.

For the use of different reference quantities as well as the choice of threshold or scoring
system, the Panel has outlined the advantages and disadvantages of each, and has
recommended that these should be based on pragmatic considerations related to the needs of
the particular nutrient profile scheme.

The testing of the suitability of a nutrient profile scheme to classify foods appropriately as
being eligible to bear nutrition and/or health claims requires a database of energy and nutrient
contents of a range of foods (as purchased) on the EU market. The main scientific
consideration for judging whether food products are classified appropriately is their potential
to adversely affect the overall dietary balance for nutrients of public health importance. In
practice, it is easier to assess the classification of a food in relation to other foods in the same
group, i.e. whether a food is more or less likely to adversely affect the overall dietary balance
than other foods in the same food group. The dietary role and importance of the food group,
allowing for the variability in dietary habits and traditions across different Member States,
must also be taken into account in order to ensure that some products in food groups that have
important dietary roles can bear nutrition and/or health claims. In addition, the classification
of foods as being eligible to bear nutrition and/or health claims should be consistent with food
based dietary guidelines established in Member States, albeit it is recognised that such
guidelines are not uniform across countries. In addition to scientific considerations, other
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issues that must be taken into account by the European Commission include the need to allow
for product innovation and the feasibility and ease of use of the nutrient profile scheme.

The Panel recognises the scientific limitations intrinsic in the use of nutrient profiles to
classify foods as eligible to bear claims and the need for expert judgement to be applied.
There is an inherent difficulty in seeking to apply to individual food products nutrient intake
recommendations that are established for the overall diet. Furthermore, the potential of food
products (as purchased) to affect adversely the overall dietary balance does not take into
account changes in nutrient content that occur during cooking or preparation, such as addition
of fat, sugar or salt, nor does it take into account the habitual intake of the food or the pattern
of consumption. In addition, the lack of uniform data for food composition and food
consumption across the EU, as well as differences in nutrient recommendations and food
based dietary guidelines between Member States, makes it more difficult to set nutrient
profiles at EU level than at national level. The basis for expert judgements needed to address
such limitations should be transparent in order to avoid variable outcomes.
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ANNEX:
Examples of different nutrient profiling schemes, the approaches to the calculation and
testing
1 Nutrient profiling schemes applied in the regulation of claims

A short description of schemes applied for the purpose of permitting products to make
nutrition and/or health claims is also tabulated in Table 1 of the Opinion.

In the US, the Food and Drug Administration (FDA) established specific requirements for
each of the (12) health claims approved under the nutrition labelling and education act
(NLEA) (FDA Code of Federal regulations, 2002). For a number of ‘disqualifying’ nutrients
that might have a negative impact on health, general threshold levels are set per serving with
separate figures for main dishes and meal products. To maintain an adequate intake of (micro-
)nutrients, all products bearing health claims, except dietary supplements, must contain 10%
of the recommended amounts (as daily values) of at least one of six ‘qualifying’ nutrients.

Additional criteria govern the use of a claim for a reduced risk of dental caries on products
with sugar alcohols. The product must be free of sugar or the plaque pH must not fall below
5.7.

For products containing folate (at least 40 mcg folate per serving), a claim is allowed for a
reduced risk of neural tube defects only if the product does not contain more than 100% of the
RDI for vitamin A and D.

In Canada, the 2002 amendment of the Food and Drugs Act and Regulations allows diet-
related health claims on foods. Permitted health claims include relationships of diet or foods
with reduced risk of hypertension, osteoporosis, heart disease, cancer and dental caries, but
also claims on the biological role of nutrients. For the food to qualify for the claim,
compositional criteria apply. For claims, referring to sodium and potassium, additional
compositional criteria apply for saturated fatty acid content and the presence of vitamins and
minerals (at least 10% of recommended intake). Diet-related health claims are not permitted
on foods that are intended solely to be consumed by children less than two years of age, nor
on foods presented for use in very low energy diets (Canadian Food Inspection Agency, 2003:
http://www.inspection.gc.ca/english/fssa/labeti/guide/ch8e.shtml#8.3).

In Australia and New-Zealand, a regulatory framework was adopted in 2001 for approval of
‘reduction of disease risk’ and ‘enhanced function’ claims for food products fulfilling certain
criteria related to their nutritional composition. A ‘new’ scoring system, taking into account
the contribution of both ‘disqualifying’ nutrients (SFA, total sugars and sodium content
relative to energy content) and ‘qualifying’ nutrients (fibre, protein and fruit/vegetable/nuts
content), adapted from the UK FSA profiling system for use in the proposed health claim
regulation system, is currently under construction (FSANZ, 2007).

In Sweden, products bearing nutrient function claims and some of the allowed health claims,
have to meet he criteria for the green ‘keyhole’ symbol, if applicable. The green ‘keyhole’
symbol is used on food labels and in advertisements to help consumers identify lower fat and
higher dietary fibre options within food groups. This voluntary system is based upon a food
group based nutrient profiling scheme, developed by the Swedish National Food
administration. Food groups included in the scheme are dairy products, edible fats, meat
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products, ready-to-eat foods and cereal products (in total 26 product (sub-)groups). Naturally
lean foods such as pure meat, poultry and fish and naturally fibre-rich foods such as
vegetables, fruits, potatoes and other root vegetables may not bear the keyhole symbol. The
threshold values for the total fat and dietary fibre content vary according to food group (SNF,
2005).

Added sugar and sodium content are additional criteria for some claims. Products making
claims on the relationship between salt and reduced risk of cardiovascular disease /high blood
pressure have to comply with the maximum levels specified for the various food groups.
Cereal products making a claim on fibre content and blood cholesterol level may contain only
limited amounts of (added) sugar. The criteria are based upon the Nordic Nutrition
Recommendations (Becker et al. 2004).

In France, the French Food Safety Authority (Afssa, 2008) recently proposed a scheme for
setting nutrient profiles: the SAIN-LIM model, an across the board system based on the
calculation of 2 independent scores, i.e. a nutrient density score (SAIN) and a ‘limited
nutrient’ score (LIM). Nutrients included in the SAIN score are protein, fibre, iron, vitamin C
and one or two fat soluble nutrients (vitamins D, E or ALA), depending on the lipid
contribution of the product. Nutrients included in the LIM score are saturated fatty acids,
sodium, and added sugars (see also www.thefoodprofiler.com; Labouze et al., 2008).

In Belgium, a nutrient profiling scheme has been proposed as part of the Belgian National
Food and Health Plan (NFHP, 2007). If products meet the criteria set in the scheme, a
reference can be made to one of seven objectives of the NFHP for labelling and/or advertising
purposes (e.g. “to maintain good health it is necessary to increase the intake of dietary fibre.
This is a NFHP recommendation. This product is rich in dietary fibre”).

The system is category-based with the energy content per standardized serving size as the
main criterion. Additional criteria are based upon the other nutritional objectives of the
NFHP, such as fat-, carbohydrate and micro-nutrient content, salt, water etc., but are
secondary to the energy criterion. In total 47 groups are proposed, plus 11 ready-made meal
product groups and meal components, based on their constituents.

2 Nutrient profiling schemes for other purposes than regulation of claims

In the UK, a nutrient profile was established by the Food Standards Agency (FSA) to
regulate the promotion of food to children, i.e. to avoid (broadcast) advertisements to children
of products high in fat, SFA, salt, and/or sugar. For this purpose a nutrient profiling scheme
was developed in which points are attributed to each product for each of the following ‘non-
desirable’ nutrients (saturated fatty acids, non-milk extrinsic sugars and sodium) and energy,
as well as points for ‘desirable’ nutrients (protein, fibre), and the fruit/vegetable/nut content.
The number of points given depends on the actual nutrient (food) composition. A score is then
calculated for each product by subtracting the points given for the ‘desirable’ nutrients from
those for ‘non-desirable’ nutrients to allow differentiation between ‘healthier’ and ‘less
healthy’ products (Rayner et al., 2005)..

In the Netherlands, the Netherlands Nutrition Centre (NNC) developed a category-based
nutrient profiling scheme, intended for nutrition education (The ‘tripartite classification
model’; Hammink et al., 2005). Food products that contribute in realising the dietary
guidelines, e.g. products low in saturated fatty acids, and/or high in dietary fibre, and/or low
energy content, are considered as ‘preferable’ food choices and up to 2005 food producers
were allowed to make such a statement on the food label. The NNC tripartite model is
currently under revision and will include sodium as an additional criterion
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In Denmark, the Danish Food Administration has introduced a category-based nutrient
profiling scheme (Departmental Order on Nutritional Mark Order, No. 330 of 3™ April 2007.
Ministry of Family and Consumer Affairs). The scheme, based on nutrient profiles evolved by
the National Food Institute, comprises 13 food groups that are ranked into 3 categories (1=eat
most; 2=eat less; 3=eat least) based on their content of selected nutrients: fat, saturated fatty
acids, sugar, salt and dietary fibre. It has, however, never been implemented

An increasing number of private schemes from food industries or retailers used as the basis
for nutrition labelling and nutrition symbols (logo’s) are currently in place, such as:

o Tesco Supermarkets, United Kingdom (www.tesco.com/health/food/food labelling/
labelling.html) - In addition to the total amount of sugar, fat, saturated fatty acids and
salt per serving, the label provides the percentage of the Guideline Daily Amount
(GDA).

. ‘My Choice’ (http://www.ikkiesbewust.nl/home.php) — A “‘front of pack’ logo initiated
by Dutch food industries and supported by the Netherlands Ministry of Health. The
criteria were established by a board of independent scientists and based upon WHO
recommendations. It is a mixed (hybrid) scheme with both general criteria and product
group specific criteria. Saturated and trans fatty acids, sodium and added sugar were
selected as the key nutrients for which intake should be limited. Dietary fibre was
included in the system as a positive key nutrient. In total, 16 ‘basic’ food groups and 6
‘non-basic’ food groups were identified, including all food products available for the
consumer. At least 20% of the basic foods and 10% of the non-basic food products on
the market should comply with the criteria.

. Albert Hein (Ahold) adopted a ‘healthy choice’ (clover) logo for their home-brand
products. It is a category-based scheme (23 food groups), using product criteria from
the Netherlands Nutrition Centre, and the Swedish green ‘keyhole’ scheme
(http://www.ah.nl/gezondekeuze/)

° Kraft Foods, Sensible Solutions
(www.kraftfoods.com/kf/HealthyLiving/SensibleSolutions) - Front-pack labelling
program. The nutrition criteria are category-based (12 food groups). Criteria for
Sensible Solution products are derived from the 2005 Dietary Guidelines for
Americans, as well as authoritative statements from the US Food and Drug
Administration, National Academy of Sciences, nutrition and health experts and other
public health authorities, and include calories, fat (including saturated and trans fatty
acids), sodium and sugar.

3 Examples from threshold and scoring systems
3.1  Threshold systems

The system established by the US Food and Drug Administration considers four disqualifying
nutrients (total fat, SFA, cholesterol, sodium) and at least one of six qualifying nutrients
(vitamins A and C, calcium, iron, fibres, proteins) (Table 1 in the Opinion); thresholds are
defined for a serving. The tripartite system proposed by the Voedingscentrum of the
Netherlands (NNC, 2006) specifies for different groups (8 groups of basic foods and 7 groups
of non basic foods) the nutrients and the thresholds which must be met (Table 3). The
desirable changes in the population nutrient intake have been used to establish the thresholds,
taking into account the contribution of the group to the total diet.
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Table 3 - Criteria of the tripartite classification model for foods

Basic food | A: ‘preferable’ B: ‘middle course’ C: “exceptional’
groups
Potatoes, rice, | Fibre: min 3 g/100g Fibre: 2-3 g/100g Fibre: less than 2g/100g

pasta, pulses

Saturated fat: max 1 g/100g

Saturated fat: max 1 g/100g

Bread,
substitutes,

bread

breakfast cereals

Fibre: min 6 g/100g
Saturated fat: max 1 g/100g

Fibre: 5-6 g/100g

or

Fibre: min 6 g/100g
Saturated fat: min 1 g/100g

Fibre: less than 5 g/100g

Vegetables,

fruit

and fruit juices

Vitamin C: min 1 mg/100g
Folate: min 1 mg/100g
Fibre: min 1 g/100g
Saturated fat: max 1 g/100g
Sugars: not added

Vitamin C: min 1 mg/100g
Folate: min 1 mg/100g

Vitamin C: not present

Milk and milk | Saturated fat: max 0,5 g/100g Saturated fat: 0,6-1 g/100g Saturated fat: more than 1
products Sugars: max 6 g/100g or g/100g
Saturated fat: max 0,5 g/100g or
Sugars: more than 6 g/100g Saturated fat: 0,6-1 g/100g
Sugars: more than 6
g/100g
Cheese Saturated fat: max 12 g/100g Saturated fat: 13-18 g/100g Saturated fat: more than 18
Energy: max 300 kcal/100g or g/100g
Saturated fat: max 12 g/100g
Energy: more than 300 kcal/100g
Meat,  prepared | Saturated fat: max 4g/100g Saturated fat: 4-5 g/100g Saturated fat: more than
meat  products, | Energy: max 200 kcal/100g or 5g/100g
chicken, eggs Saturated fat: max 4 g/100g
Energy: more than 200 kcal/100g
Fish Saturated fat: max 4 g/100g Saturated fat: 4-5 g/100g Saturated fat: more than 5
n-3 fatty acids: max 2 portions for | n-3 fatty acids: 2-4 portions for | g/100g
recommendation recommendation n-3 fatty acids: more than
energy: max 200 kcal 4 portions for
recommendation
Spread and | Saturated fat: max 16 g/100g Saturated fat: 17-24 g/100g Saturated fat: more than 24
cooking fats g/100g
‘Saturated fat’ is the sum of saturated and trans fatty acids; min: minimum; max: maximum.
Other food groups ‘low’ in SFA ‘high’ in SFA ‘high’ in fibre
Snacks, spicy filling max 4 g/100g > 5 g/100g n.a.
Sauces max 2 g/100g >4 ¢/100g n.a.
Cake, pastry, nuts, savoury snacks max 6 g/100g > 6 g/100g >2 g/100g
Sweets, sweet filling max 3 g/100g >4 ¢/100g >1 g/100g
Cream max 12 g/100g > 18 g/100g n.a.
Evaporated milk max | g/100g >3¢2/100 g n.a.
3.2 Scoring systems

In the nutritious food index (NFI) (Gazibarich and Ricci, 1998), ratios are calculated by
dividing the amount of nutrient (p, q, z,...) in the food under consideration by the nutrient
recommendation (Rec) for 13 qualifying nutrients (desirable food components or DFC):
calcium, iron, zinc, fibres, folic acid, magnesium, potassium, thiamin, riboflavin, niacin,
vitamin C, vitamin A and phosphorus) and 4 disqualifying nutrients (less desirable food
components or LDFC): total fat, saturated fatty acids, sodium and cholesterol. The sum of the
ratios of disqualifying nutrients is subtracted from the sum of the ratios of qualifying
nutrients. The weights (w) of the different nutrients in each group are not the same, but the
total weights of qualifying and disqualifying nutrients are the same. Since this system has not
been developed specifically for claims, no threshold has been proposed. However, this
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example is mentioned because it illustrates the fact that the importance of each included
nutrient may be weighted, especially when there are many nutrients included, which “dilutes”
the effect of each nutrient; the objective definition of the weight of each nutrient might be a
difficult task.

NFI = { LDFC(p)w(p)/Rec(p) + LDFC(q)w(q)/Rec(q) +...+ LDFC(z)w(z)/Rec(z) } - {DFC(a)w(a)/rec(a) + ....
+ DFC(n)w(n)/Rec(n) }

The model RRR (Scheidt and Daniel, 2004) aims at providing consumers with a synthesis of
the nutrition information but has not been specifically built for the purpose of nutrient
profiles. However, it is mentioned to illustrate another way to perform compensation between
qualifying and disqualifying nutrients (ratio instead of subtraction). It calculates a “Ratio of
Recommended to Restricted” nutrients. Each ratio is a composite score of the percentages of
the daily values (DV) used in nutrition labelling for recommended nutrients (protein, fibre,
calcium, iron, vitamin A, vitamin C) and for nutrients to be restricted (calories, sugars,
cholesterol, saturated fatty acids, sodium). The differential effect on the final result of using a
ratio or a subtraction has not been explored.

(%DVprotein + % DV dietary fibre + %DV calcium + %DV iron + %DV vit. A + %DV vit C)/6
(%DV calories + %DV sugars + %DV cholesterol + %DV saturated fatty acids + %DV sodium)/5

The model developed by the Food Standards Agency (FSA) of the United Kingdom
(Scarborough et al., 2007a) has been initially developed for the regulation of food TV
advertising to children and considers four disqualifying nutrients (calories, sodium, total fat,
non-milk extrinsic sugars) and three qualifying nutrients (proteins, fibres, fruits or vegetables
or nuts) (Table 4). Points ranging from 0 to 10 are attributed according to the amount in 100 g
food in one of ten intervals predefined between zero and the nutritional recommendation for
children. The global score is obtained by adding the points for qualifying nutrients and
subtracting the points for disqualifying nutrients. A score of 4 or more for solid foods and of 0
or more for beverages does not allow TV advertising. An additional rule does not allow
compensation of disqualifying nutrients by qualifying nutrients if the sum of disqualifying
nutrients is equal or above 11. These thresholds have been set by comparison with the
classification of test foods by a panel of experts.

Table 4 - Criteria for the scoring system of FSA
Disqualifying nutrients per 100g

Points 0 1 2 3 4 5 6 7 g 9 10
Energy (kJ) <335 >335 |>670 |>1005 |>1340 |>1675 [>2010 |>2345 2680 |>3015 [3350
Sat Fat (g) <1 [>1 [>2 [>3 >4 >5  |>6 >7 8 >9 10

Total sugar (g) <45 |>45 |>9 >13.5 |>18 >22.5 |>27 >3] 36 >40 45

Sodium (mg) <90 |>90 |[>180 |>270 |>360 |>450 |>540 |[>630 720 | >810 900

Qualifying nutrients per 100g

Points 0 | 2 3 4 5
Fruit, Vegetable and Nuts (weight %) <40 >40 >60 - - >80
NSP fibre (g) <0.7 >0.7 >1.4 >2.1 >2.8 >3.5
Or AOAC fibre (g)* <0.9 >0.9 >1.9 >2.8 >3.7 >4.7
Protein (g) <1.6 >1.6 >3.2 >4.8 >6.4 >8

* Use of the alternative AOAC definition of fibre is allowed so long as a conversion factor is used (Garsetti et
al., 2007)
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The system under scrutiny by Food Standards Australia New Zealand is derived from the FSA
system, using some modifications: an uncapped score (possibility of points above 10) for fats
and a threshold of 28 for the access to claims for oils and edible fats. The FSA system also
constitutes the basis of a more complex system recently published (Visioli et al., 2007).

TheFoodProfiler (Labouze et al., 2008) is derived from the Nutrimap model (Labouze et al.,
2007). The points for a nutrient depend on the position of the amount in the food as compared
to two references, the recommendation and the average consumption in the population. For a
qualifying nutrient (polyunsaturated fatty acids, calcium, iron or fibres), the point is -1 if the
amount per 100 kcal is below the recommendation, between -1 and +1 in a continuous way if
the amount is between the recommendation and the average consumption and +1 if the
amount is higher than the average consumption. The same principle, in the reverse way, is
applied for disqualifying nutrients (total fat, saturated and trans fatty acids, added sugars,
added sodium). Two independent scores (maximum = = 5) are defined, with no compensation
of disqualifying nutrients by qualifying nutrients. It is proposed that a food is eligible to bear
a claim when the negative score is higher than -2.5 and the positive score higher than +2.5,
and when the positive score is higher than the negative score. This system attributes a positive
score even to disqualifying nutrients, if the low content in the food contributes to re-balance
the diet for this nutrient. Added sugars are used as an additional filter, taking into account the
recommendations of the Eurodiet report (up to 4 consumption occasions per day and 10 % of
energy, i.e. 50 g/d): a food is not allowed to bear a claim if a portion (assuming that a
consumption occasion corresponds to a portion) provides more than 12.5 g of added sugars.

The French Food Safety Agency (Afssa, 2008) has proposed a nutrient density score,
assessing separately qualifying and disqualifying nutrients (Maillot et al., 2007). It calculates
and sums the ratios of the amount in the food to the nutrient recommendations. The reference
basis is the energy content for qualifying nutrients and the weight for disqualifying nutrients.

Na + SFA + Added sugars
Disqualifying score = 3153 22 50 x 100

3

It is proposed that this score alone be used to decide on nutrition claims; to apply a
derogation, the disqualifying score is obtained by dividing by 2 instead of 3

Proteins + Fibres + Calcium + Iron + Vitamin C
65 30 900 12.5 110 x 100
Qualifying score = 5 x 100
100 kcal

For a food to bear a claim, it is proposed that the score of qualifying nutrients should be > 5
for and the score of disqualifying nutrients should be < 7.5: if 2000 kcal provides 100 % of
the nutrient recommendation, then 100 kcal should provide at least 5 %; if 1330 g of food
(average consumption of French adults) provides 100 % of the recommendation, then 100 g
should provide no more than 7.5 %.

One of the qualifying nutrients might be optional: it has been shown for example that the
possible use of vitamin D, instead of vitamin C, allows fatty fish to comply with the profile,
without the need to define a specific category (fatty fish, products and mixed dishes derived
from them).
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4. Different schemes for testing

Expert judgement has been used to test selected existing nutrient profiling schemes. In
France, 4 different nutrient profiling across the board schemes were tested in a panel of 12
expert nutritionists who ranked 125 foods chosen from various food groups to represent most
of the foods regularly consumed in European countries (Azais-Braesco et al., 2006). The
experts were provided with nutritional information only on the fat and/or sugar content of
fresh dairy products and visible fat products of serving size to help discriminate between
closely related foods before ranking each food along a 5-point scale ranging from ‘healthier’
to ‘less healthy’ foods. The expert ranking was compared with the scores of the 4 selected
nutrient profile schemes. The ranking of the 4 nutrient profiling schemes gave similar results
but several discrepancies existed in every system, mainly related to the choice of nutrients and
thresholds. In particular, sugar seemed to be a critical nutrient for some systems. It was
concluded that foods that contribute positively to the diet are rated better in both the nutrient
profiling schemes and by the expert nutritionists.

In the UK, a panel of 702 nutritionists and dieticians responded to an online questionnaire to
assess their perception of the relative ‘healthiness’ of individual foods (Rayner et al., 2005;
Scarborough et al., 2007b). The experts ranked 40 foods, randomly selected from a master list
of 120 foods, on a 6-point group scale from ‘less healthy’ to ‘more healthy’. The 120 foods
tested were selected to be representative of the UK diet. To assist in the classification,
information on the contents of 10 nutrients per 100 g of food was provided. The subjective
ranking from the nutrition experts was correlated with the nutrient profile scores for the same
120 foods, obtained by using 8 different nutrient profiling schemes (6 across the board
schemes and 2 mix of across the board and category-based schemes). Considerable
differences were obtained between ranking of the experts and the ranking of the models. In
the continuous schemes the ranking of foods seemed to be strongly modified by changing
only one nutrient.

The advantage of using expert judgements is that a panel of qualified nutrition experts has the
knowledge and expertise in the area, and that the method is relatively simple and inexpensive.
To avoid the risk of bias the approach with an expert judgement panel should ensure a high
degree of transparency with regard to the criteria used. A pre-testing could be applied to rank
the foods from the food database to be tested in order to identify foods that would adversely
affect the dietary balance. This procedure can be used to evaluate the expert judgement of the
foods in the actual testing.

A different approach has been reported recently using a statistical approach in testing of
foods (Volatier et al., 2007; Quinio et al., 2007). In this approach, 3 selected nutrient profile
schemes were tested against a set of indicator foods obtained from dietary intake data from 5
European countries. Indicator foods were selected according to their positive or negative
association with a “healthy diet”, defined according to the Eurodiet criteria. The result from
this approach was that more foods were positively associated with a healthy diet compared
with the number of negatively associated foods. This finding is coherent with the basic
nutrition principle that more diversified diets are more likely to be healthier diets. However,
in this approach individual foods identified to be associated with the quality of diet might be
linked rather to patterns of consumption and the association might be independent of the
nutrient content. This possibility emphasises one of the limitations of nutrient profiling, i.e.
that classifying foods based on their nutrient profiles does not always reflect the potential of a
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food to adversely affect the overall dietary balance as it does not take into account patterns of
consumption.

It has been recommended that validation methods for nutrient profiling schemes should be
developed (Drewnowski and Fulgoni, 2008). Recently, Arambepola et al. (2007) introduced a
new method of assessing the validity of a nutrient profiling model by assessing measures of
convergent and discriminant validity by categorizing foods according to a national food guide.
Further the construct validity was assessed by testing a hypothesis relating the constructs of
‘healthiness’ of foods as measured by the nutrient profiling scheme and the ‘healthiness’ of
diets measured using a diet quality index and assessing whether this hypothesis was
confirmed or refuted by using data on the dietary patterns of subjects of a national dietary
survey. This approach needs further development.
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Summary report of the Working Groups of the Advisory Group on the
Food Chain and Animal and Plant Health

on nutrient profiles

Held in Brusselson 8 July and 28 November 2008

The Advisory Group on the Food Chain and Animal and Plant Health was consulted on 8
July 2008 on the setting of nutrient profiles, an implementing task of Regulation (EC) No
1924/2006 on nutrition and health claims made on foods.

After a presentation which provided an update on the process to set nutrient profiles and
which focussed on the sectoral consultations already completed, comments were
requested on the basis of the working document dated 2 June 2008 that had already been
discussed with Member States and which lays down the first position to consider for the
setting of nutrient profiles.

The following feed back was received:

1 - Exemption:

IDACE (dietetic foods) welcomed the proposed exemption for dietetic foods whose
composition is regulated on the basis of scientific advice, but asked for a larger
exemption including products notified under Article 9 of Council Directive 89/398/EEC
on dietetic foods.

Associations of food supplements producers (AESGP and EHPM) welcomed the
exemption proposed for such products but asked for the energy upper limit proposed for
the daily dose to be removed. COPA-COGECA welcomed the proposed exemption for
fruit and vegetables, which was also supported by consumer and public heath
organisations (BEUC and EHN).

2 - Structure of the nutrient profile system

CIAA and EDA (dairy sector) asked for more specific profiles for certain categories such
as cheese to have healthier variants eligible to claims for every class of products. CIAA
mentioned its proposal for a nutrient profiles system and the fact that some food
categories could be merged to meet the requirement of a limited number of food
categories. CIAA mentioned the limitation for some sectors to reformulate food products




because of technological or lega reasons. CIAA also referred to the food database
developed for the testing of nutrient profiles, underlining the fact that some data were
outdated and not accurate. COPA-COGECA welcomed the fact that olive oil would
qualify under the adapted nutrient profile for vegetable oil.

Consumer and public heath organisations (BEUC and EHN) asked for less food
categories and more nutrients to be taken into account, notably energy density, and trans
fatty acids.

On the definition of food categories, CIAA expressed concerns about the use of CN
codes (customs tariffs codes), and confirmed that borderline issues was a major concern
with the food category approach. Reference to the definitions used in the food additives
legislation, or to composition criteriawere mentioned as potential solutions.

M eeting of the working group on nutrient profiles— 28 November 2008

A second and final meeting of the working group on nutrient profiles of DG Health and
Consumers Advisory Group took place on Friday 28 November.

Representatives of numerous sectors of the food business operators and of consumer and
public health groups commented on the same working document dated 4 November 2008
that was shared with Member States. The document lays down advanced options for the
setting of nutrients profiles, covering all aspects of nutrient profiling, from the exemption
for certain foods/food categories to comply with nutrient profiles, to the levels of the
thresholds proposed for the different food categories.

1 - Exemption:

While BEUC was in favour of exemption limited to fruits and vegetables (without added
sugars, salt or fat), food supplements and certain dietetic foods, whose composition is
regulated, CIAA asked for a procedure to introduce requests for exemptions.

The Commission signalled that such a procedure would require an amendment of the
Regulation to be addressed through co-decision procedure, and that the Regulation was
laying down all the criteria to be taken into account for the setting of nutrients profiles.
In any case, it was noted that the Commission measure could be modified through
comitology if necessary.

ICGA asked for the exemption of chewing gum, whose typical daily consumption
provides less than 25 Kcal of energy and also provides insignificant contribution to the
intakes of fat, sugar, and salt.

AIPCE asked for the exemption for fish, ASSICA for the exemption for meat products
registered at Community level under Regulation 510/2006/CE on the protection of
geographical indications and designations of origin for agricultural products and
foodstuffs.



2 - Structure of the nutrient profile system
Number of food categories

Additional food categories were requested for bakery products, chocolate. CIAA
proposal consists of a nutrient profiles system with 23 food categories, while BEUC
prefers systems with few categories.

Eligibility criteria:

e EDA referred to Regulation (EC) No 1234/2007 (Single CMO Regulation) to
define the content of milk products category®, while EUVEPRO-ENSA considers
that soy based products are interchangeable products.

e CLITRAVI asked for two categories distinguishing meat and meat products with
distinct thresholds, as the current single categories only allow meat to bear claims
and does not consider the significantly different consumption patterns
(preparation and daily intake) of the two items.

e ECCEF referred to their written contribution where criteria are proposed for the
ready meal, soup, and sandwich category.

e The category vegetable oil and spreadable fats: it is proposed to include
mayonnaise (CN code 21 03 90 90).

e BEUC proposed composition criteria higher than the minimum 50% of fruits,
vegetables, nuts, meat, fish, cereal required to benefit from adapted nutrient
profiles. 70% is proposed for fish and fruits, vegetables and nut products, and
breakfast cereals, while 80% would be required for the others.

e CIAA asked for this minimum percentage to be reduced to 25% for fruit and
vegetable based beverages, in line with the Community standards for fruits
nectars laid down in Directive 2001/112/EC.

3 - Nutrients

Concerning nutrients to be taken into account, the current proposal limits them to
saturated fat, sugars and sodium. According to CIAA, sugar is not needed for the generic
profile, while BEUC asks for total fat and naturally occurring fibre to be taken into
account. BEUC also would like products high in trans fatty acids to be ineligible to
clams.

4 - Reference basis and calculation

The proposed system consists of different sets of thresholds for the selected nutrients,
depending on the food category. A 100g or 100ml is considered and seems acceptable by
food business operators. However, ICGA made the point that it was inappropriate for
chewing gum as it represented three months consumption for the typical consumer.

! Annex 12 of Regulation (EC)° N01234/2007 “For the purposes of this Annex, 'milk products means
products derived exclusively from milk, on the understanding that substances necessary for their
manufacture may be added provided that those substances are not used for the purpose of replacing, in
whole or in part, any milk constituent.”



EHN prefers a scoring system taking account of more nutrients and asking for less
categories.

5-Levels

In the context of the current Commission proposal and on the basis of comparisons
between the Commission’ s and the FSANZ model, EHN suggested that the criteriafor:

o
o

o
o

Fruits, vegetables, nuts and their products should be relaxed

Cerea and cereal products except breakfast cereals should be relaxed and/or a
threshold for fibre should be introduced

Breakfast cereals should be more restrictive

Vegetable oil and spreadable fat should be more restrictive. Cheese should be
more restrictive

Industry sectors provided detailed position papers, with proposals for higher maximum

levels.

The following table summarises the view of the stakeholders on the proposed levels of
thresholds for saturate fat, sugars, and sodium.

5.1 - Saturated fat

Food category Food business Working document BEUC
operator / CIAA — options
sector association
Vegetable oil and 30% in energy 30 g/100g 15 g/100g
Spreadable fats
Fruit, vegetables 10% in energy 5¢/100g 1,2 g/100g
and their products
Meat and meat 10g/100g 5g/100g 5¢/100g
products
Fish and fish 7,5-99/100g 10g/100g 5¢/100g
products
Dairy products 5 (20 for cream) 20/100¢g 1,29/100¢g
except cheese
Cheeses 20-239g/100g 10g/100g 10g/100g
Cereal and ceredl 10 g/100g 5¢/100g 1,29/100g
products
Ready meals 5¢/100 g 59/100g 29/100 g
Other Foods Depend on sector 209/100g 1,29/100g

5.2 - Sugars




Food category Food business Wor king document BEUC
operator / CIAA — options
sector association
Fruit, vegetables 12,5-63 (jam) 15 g/100 10 g/100g
and their products 0/100g
Dairy products 15 g/100g 15 ¢g/100g 8 g/100g
except cheese
Cheeses 15 g/100g 15 g/100g 6 g/100g
Cereal and ceredl 35 g/100g 15 g/100g 5¢g/100g
products
Breakfast cereals 350/100g 259 /100g 12,5 added sugars
Ready meals 5 g/100g 5 g/100g 2 g/100g
Non alcoholic 8 g/100g 8 g/100g 5g/100g
beverages
Other Foods Depend on sector 2 g/100g 1,2 g/100g
5.3 - Sodium
Food category Food business Working document BEUC
operator / CIAA — options
sector association
Vegetable oil and _ - 300 mg/100g
spreadable fats
Fruit, vegetables 120mg/ 100 g 400 mg/100g 100 mg/100g
and their products | (fruits) 360mg/100g
(vegetables) —
120mg/100K cal
(jam)
Meat and meat 800-1000 mg/100g 500mg/100g 200 mg/100g
products
Fish and fish 800 — 2000 mg/100g 500 mg/100g 300 mg/100g
products
Dairy products 1000 mg/100g 300 mg/100g 100 mg/100g
except cheese
Cheese 1000 mg/ 100g 600 mg/100g 600 mg/100g




Cereal and cered 600 mg/100g 400 mg/100g 400 mg/100g
products
Breakfast cereas 700 mg/100g 700 mg/100g 400 mg/100g
Ready meals 400 mg/100g 400 mg/100g 200 mg/100g
Other Foods Depend on sector 300 mg/100g 100 mg/100g

Detailed proposal for exemptions and / or specific set of thresholds were received from
different sectors of the food industry and consumer and public health groups.

A call for written contributions from stakeholders by 5 December 2008 was made, and
more than 30 contributions were received.

Participants:

8 July 2008: DG SANCO: Basil Mathioudakis, Ariane Vander Stappen, Francesca
Volpi, Fabio D'Atri, Lars Korsholm, Christophe Didion (E4), Aude L'Hirondel and Carol
Humphrey-Wright (O3), Valerie Rolland (RTD); Isabelle De Froidmont (RTD); Gabbi
Simone (EFSA)

Stakeholders represented: AVEC, BEUC; CEFIC, CIAA, EDA, EUROCOMMERCE,
EUROCOOP, IFOAM-EU, UEAPME

AAF, AESGP, AOECS, EHN, EHPM, EPHA, ERNA, IDACE/ISDI/IFM, The Brewers
of Europe.

28 November 2008: DG SANCO: Basil Mathioudakis, Ariane Vander Stappen, Cecilia,
Vanhainen Christophe Didion (E4), Carol Humphrey-Wright, Felicetta Catanzaro,
Sabine Osaer (03),

Stakeholders represented: AIPCE-CEP, AVEC, BEUC, CELCAA, CIAA, CLITRAVI,
COPA-COGECA, ECCA, EDA, EUROCOOP, FRESHFEL, IFOAM-EU, UEAPME,
UECBV

ASSICA, AJIN, ECFF, EHN, EHPM, ENSA, ERNA, ICGA, IDACE, OEITFL, LCD
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