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Purpose of Remarks-Comments

e How can functional foods be
referenced or highlighted by
(food) iIndustry-company;

e How can consumer interests be
protected and,;

« How can FDA ensure the safety and
food labeling of functional foods?




Definitions

Foods = Conventional Foods (CF)
Functional Foods (FF) are CF

Nutritive Value (NV): supplies one
or more (41) essential
nutrients and/or energy from
CHO, protein, fat, and limited DF
Foods, CF and FF have NV




Description! — Concept?

Functional Foods (FF):

“food or food ingredients that may
provide a health benefit beyond the
traditional nutrients it contains”

Real benefit FF: variety

A FDA approved defintion of
functional foods Is premature




Functional Food vs. Bioactive Ingredient
Must differentiate!

Functional Food may be beneficial by itself
 Whole grain

Functional food may contain beneficial

bioactive (BIOA) substance(s)
e Dietary fiber

Distinguish between FF and BIOA
Avoid term “Ingredients; suggest
“nutraceutical(s)”




Currently, two FDA approved options
to highlight functional foods ongabel

 Quantitative statements
— contains 108 cfu Lactobacillus

per serving
— contains 500 mcg of Luteln
per serving

e Structure/function claims
— promotes eye health
— promotes a healthy intestine




Nutraceutical

D
A nutraceutical(s) is not an essential nutrient
until proven to be essential through scientific
study.

Special Case
* |solated-Concentrated Nutraceutical(s) added

to a conventional food (CF) to increase
compound’s level in CF, use word “added” or

similar notation with quantitative statement,
such as “added Lutein, 1000 mcg per serving”
---Must prepare GRAS notification for FDA




Employ - Interact

* Generally Recognized as Safe
(GRAS) notification

suggest Tolerable Upper Limit
 Generally Recognized as Efficacious
(GRAE) panels for
structure/function claims
 Better communication with FDA




