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A GUIDE TO USING THE SOY / HEART
DISEASE PREVENTIVE CLAIM

On Oetober 26, 1999, the U3 Food and
Drog Administration(FDA) finalized a ruole
that auothorizes the oee, on food labels and
in food labeling of prodocts onder FDA
af health claims about  the
aseociation between soy protein and redoced
risk of coronary heart disease(CHD). 64
Fad. Reg H7700. The follewing guoestions

Jurisdiction,
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and aneswers are intended to aseist food
vsing the new
appropriately in food labeling, as well as in
advertizements and educational materials.

manufactorers  In tlaim

1) What is the sov/beart disense preveniive
health claim?

A health claim sets forth a “relationship”
betwaen a food substance and a disease. By
law, the relationship can onl¥ be one of
T rigk redoction” ar " may prevent.” In this
getting, the food substance s soy protein
and the dizesse Iz heart dizease or elevated
cholesteral. Additionally, FDA generally requires
that all claime have important poblie health
proviens that limit the applicability of the
claim. FDA generally prommlgates, as part
of the role, a MODEL health elaim This
MODEL nesd not be osed in
terms. However, any clalm appearing on a
fornd package must be a complete health
claim, wherever it appears. Completeness is
indged by inelosion of such words as ooy

its exact

protein” ™ heart disease” or “the conzequences

o

of elevated cholesteral” “reduoce the risk of.
and the specific provisos that FDA has
identified.

The final regulations set forth the following
two MODEL health claim for foods containing
gov  protein which has all the required

elementsa:

harams of soy protein a day, as part
of a diet low Iin saturated fat and
cholesterol, may reduoce the risk of heart
disease. A serving of (hame fo food)
supplies grams of soy protein.”

Tiets low in

gatorated fat  and

cholestercl that inclode 25grams of soy
protein may redoece the risk of heart
disease. One serving of (name of food)
provides grams of soy protein.”

Other
presentation of the elaim most have the
provigos relating to a diet low In satorated
fat and cholesteral. FDA has also stated
that identification, in the claim. of the tatal
amaonnt of soy protein nesded, as contrasted
ta the amoont in the produet, iz alsa an
gssentlal proviea eo that consomers onderstand
that how many of soeh labeled prodocts
they moet eat per day.

wording 1z permissible bot each

2) What elements most a health claim
contain®

A health claim that deseribes the redoction
in heart disease risk that is associated with
diets that are low in saturated fat and
cholesteral and inclode sow protein may be
made on the label or labeling of a food
containing soy protein, if the claim satisfies
all of the fallowing criteria

3) Are there other thing vou can add?

FOA regolations allow the following variations
or sopplernerital Information abont eardiovasoular
dizease and the effect of consomption of soy
protein

4) What prodoets can carry the elaim?

In order to earry labeling claim aboot the
benefits of soy protein, a food most satisfy
the following criteria
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E) Are there foods on which a health
claim about the benefits of soy protein
are prohibited?

The responze to this question distingoishes
twn different settirgs. Flrst, there are soy
prodocte that may not bear the protein
health elaim becavese they are not sufficlently
low in saturated fat or cholesterol. This was
discossed in response to qoestion #4. Second,
how—zver, there 1s a zeneral rule that certain
foods may not bear any health clalm if it is
"high” in cholesteral, fat, saturated fat, or
godinm. Thos, no food may bear a health
elaim if it comtaing more than 13.0 grams of
fat, 4.0 grams of satorated fat, 60 milligrams
of cholesteral or 480 millizrams of sodiom
per reference amoont costomarily conaomed.

6) How should the health elaim appear
onn the food label?

All information reqoired to be incloded in
the claim muost appear in one place, withoot
other intervening materizl. Hote that the
entire claim shouold appear in the same type
gize and font, as it wounld likely be constroed
as misleading by the FDA to make some
parts of the claim smaller than other. There
iz no minimom or maiimom font size or
twpe zpecified

7) What iz the relationship between a
health elaim and the MNotrition Facts
panel?

A prodoct that makes 3 health claim most
contain a MNotrition Facts panel that meets
the requirements of £ PR EI01.9 Thus,

procision that permit markedly abbreviated
or absent Muotrition Facts panels are not
applicable when a health claim is present.
The eited sectlon of the CFRE muost be
examined to identify the rules zoverning
Facts panels they are
exceptionally detailed and specfic,

Muotrition sinee

£) What is the difference between a
“health claim”™ aboot soy protein and a
“rotrient content” claim for soyv protein?
May a food label have both a health
claim and a nutrient content ¢laim?

While a health claim aboot oy protein
refers to g claim deseribed above disenssing
the positive relationship between consumptlon
of soy protein and redvction of cardicvaseular
risk, a “notrient content” claim iz a elaim
abaut  the of soy protein in  the
focdlznch as a label statement that indicates
that a particolar prodoct iz ™ high In sov
protein’ ar an
protein”)

Muotrient content claims are regolated by

leiral

*excellent sovree of soy

FDA vunder a separate regulation appearing
at 21 CFRR. BI01E4L A statement aboot
the content of soy protein in a prodoct may
be made anywhere on the label(™ Contains
dgrms of soy protein”).

9) May a food label contain a health
claim for soy protein and alse contain
a struocturefTonction claim soch as a
claim about the effect of alanine and
l¥sine on liver fonection or about the
relationship between isoflavones In
sov and estrogenic activity?
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A strocture / fonction claim Is a claim
that disevsees what a food substance does
metabolically so long as the relationship
between  that metabolic fonetion and 3
potential disease iz net known or s not
eler. Stroctoreffonction elaims, soch as,
“fiber makes one regular” or Cealddom is
meed to build bones” are permitted on any
food sobetance at any time and are not
governed by any regulations other than the
fact that the claim muet be troe. However,
a claim to lowering blood sugar would be
relating  the food
substance to g disesseldiabetes) and wonld

constroed as a  claim

ke viewed as 3 health claim.

10) If a food has a label claim about the
health benefits of soy protein, can it
aleo have other FDA-authorized health
claims?

11) I I put a health claim abool sow
protein on the label of a food, what
can I say In advertising and other
promotional or edocational materiala?

12) Use of health claim on USDA regolated
prodocts.

13) General notrition edocation and f or
dietary information.

i4) Gould a consomer be confosed about
the disparity belween a HNutrition
Faets Panel that identifies the
quantity of protein as 6.0 gram(based
on rounding) and a health elaim that
specifies 6.25 gram of sov protein?

15) Can the RACC be modified?

The RACT for specific food products was
developad throvgh mle-making in the early
1990z Mo changes, except to some beverages,
have been made since that time. A change
wonld  require additional rolemaking and
wonld be  unlikely without a compelling
ratiomale.

16) How can I tell how muech sov protein
iz in a prodoect that does not have a
health elaim?

The manuvfactorer may make a nutrient
content claim or, as may ocenr in the final
role on the health elalm or in a related role,
the marmmfactorer may be able to specify the
amennt of soy protein as a3 percentage or
subset of total protein in the Muotrition
Facts panel.
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