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of a neural tube defect pregnancy
should consult their physicians or
health care providers before becoming
pregnant. If such a statement is pro-
vided, the claim shall also state that
all women should consult a health care
provider when planning a pregnancy.

(iv) Daily value. The claim may iden-
tify 100 percent of the DV (100% DV; 400
mcg) for folate as the target intake
goal.

(v) Prevalence. The claim may provide
estimates, expressed on an annual
basis, of the number of neural tube de-
fect-affected births among live births
in the United States. Current esti-
mates are provided in §101.79(b)(1), and
are approximately 6 of 10,000 live births
annually (i.e., about 2,500 cases among
4 million live births annually). Data
provided in §101.79(b)(1) shall be used,
unless more current estimates from the
U.S. Public Health Service are avail-
able, in which case the latter may be
cited.

(vi) Reduction in risk. An estimate of
the reduction in the number of neural
tube defect-affected births that might
occur in the United States if all women
consumed adequate folate throughout
their childbearing years may be in-
cluded in the claim. Information con-
tained in paragraph (b)(3) of this sec-
tion may be used. If such an estimate
(i.e., 50 percent) is provided, the esti-
mate shall be accompanied by addi-
tional information that states that the
estimate is population-based and that
it does not reflect risk reduction that

may be experienced by individual
women.
(vii) Diets adequate in folate. The

claim may identify diets adequate in
folate by using phrases such as
““Sources of folate include fruits, vege-
tables, whole grain products, fortified
cereals, and dietary supplements.”” or
‘“Adequate amounts of folate can be ob-
tained from diets rich in fruits, dark
green leafy vegetables, legumes, whole
grain products, fortified cereals, or die-
tary supplements.” or ‘“‘Adequate
amounts of folate can be obtained from
diets rich in fruits, including citrus
fruits and juices, vegetables, including
dark green leafy vegetables, legumes,
whole grain products, including breads,
rice, and pasta, fortified cereals, or a
dietary supplement.”
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(d) Model health claims. The following
are examples of model health claims
that may be used in food labeling to de-
scribe the relationship between folate
and neural tube defects:

(1) Examples 1 and 2. Model health
claims appropriate for foods containing
100 percent or less of the DV for folate
per serving or per unit (general popu-
lation). The examples contain only the
required elements:

(i) Healthful diets with adequate
folate may reduce a woman’s risk of
having a child with a brain or spinal
cord birth defect.

(if) Adequate folate in healthful diets
may reduce a woman'’s risk of having a
child with a brain or spinal cord birth
defect.

(2) Example 3. Model health claim ap-
propriate for foods containing 100 per-
cent or less of the DV for folate per
serving or per unit. The example con-
tains all required elements plus op-
tional information: Women who con-
sume healthful diets with adequate
folate throughout their childbearing
years may reduce their risk of having a
child with a birth defect of the brain or
spinal cord. Sources of folate include
fruits, vegetables, whole grain prod-
ucts, fortified cereals, and dietary sup-
plements.

(3) Example 4. Model health claim ap-
propriate for foods intended for use by
the general population and containing
more than 100 percent of the DV of
folate per serving or per unit: Women
who consume healthful diets with ade-
quate folate may reduce their risk of
having a child with birth defects of the
brain or spinal cord. Folate intake
should not exceed 250% of the DV (1,000
mcg).

[61 FR 8779, Mar. 5, 1996; 61 FR 48529, Sept. 13,
1996, as amended at 65 FR 58918, Oct. 3, 2000]

§101.80 Health claims: dietary
noncariogenic carbohydrate sweet-
eners and dental caries.

(a) Relationship between dietary carbo-
hydrates and dental caries. (1) Dental
caries, or tooth decay, is a disease
caused by many factors. Both environ-
mental and genetic factors can affect
the development of dental caries. Risk
factors include tooth enamel crystal
structure and mineral content, plaque
quantity and quality, saliva quantity

144



Food and Drug Administration, HHS

and quality, individual immune re-
sponse, types and physical characteris-
tics of foods consumed, eating behav-
iors, presence of acid producing oral
bacteria, and cultural influences.

(2) The relationship between con-
sumption of fermentable carbo-
hydrates, i.e., dietary sugars and
starches, and tooth decay is well estab-
lished. Sucrose, also known as sugar, is
one of the most, but not the only,
cariogenic sugars in the diet. Bacteria
found in the mouth are able to metabo-
lize most dietary carbohydrates, pro-
ducing acid and forming dental plaque.
The more frequent and longer the expo-
sure of teeth to dietary sugars and
starches, the greater the risk for tooth
decay.

(3) Dental caries continues to affect a
large proportion of Americans. Al-
though there has been a decline in the
prevalence of dental caries among chil-
dren in the United States, the disease
remains widespread throughout the
population, imposing a substantial bur-
den on Americans. Recent Federal gov-
ernment dietary guidelines recommend
that Americans choose diets that are
moderate in sugars and avoid excessive
snacking. Frequent between-meal
snacks that are high in sugars and
starches may be more harmful to teeth
than eating such foods at meals and
then brushing.

(@) Noncariogenic carbohydrate
sweeteners, such as sugar alcohols, can
be used to replace dietary sugars, such
as sucrose and corn sweeteners, in
foods such as chewing gums and cer-
tain confectioneries. Noncariogenic
carbohydrate sweeteners are signifi-
cantly less cariogenic than dietary sug-
ars and other fermentable carbo-
hydrates.

(b) Significance of the relationship be-
tween noncariogenic carbohydrate sweet-
eners and dental caries. Noncariogenic
carbohydrate sweeteners do not pro-
mote dental caries. The noncariogenic
carbohydrate sweeteners listed in para-
graph (c)(2)(ii) of this section are slow-
ly metabolized by bacteria to form
some acid. The rate and amount of acid
production is significantly less than
that from sucrose and other ferment-
able carbohydrates and does not cause
the loss of important minerals from
tooth enamel.
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(c) Requirements. (1) All requirements
set forth in §101.14 shall be met, except
that noncariogenic carbohydrate
sweetener-containing foods listed in
paragraph (c)(2)(ii) of this section are
exempt from §101.14(e)(6).

(2) Specific requirements—(i) Nature of

the claim. A health claim relating
noncariogenic carbohydrate sweet-
eners, compared to other carbo-

hydrates, and the nonpromotion of den-
tal caries may be made on the label or
labeling of a food described in para-
graph (c)(2)(iii) of this section, pro-
vided that:

(A) The claim shall state that fre-
quent between-meal consumption of
foods high in sugars and starches can
promote tooth decay.

(B) The claim shall state that the
noncariogenic carbohydrate sweetener

present in the food ‘‘does not pro-
mote,” ‘“‘may reduce the risk of,”
“useful [or is wuseful] in not pro-

moting,”” or “‘expressly [or is expressly]
for not promoting’’ dental caries.

(C) In specifying the nutrient, the
claim shall state ‘‘sugar alcohol,”
‘““sugar alcohols,” or the name or
names of the substances listed in para-
graph (c)(2)(ii) of this section, e.g.,
‘‘sorbitol.” D-tagatose may be identi-
fied as ‘‘tagatose.”

(D) In specifying the disease, the
claim uses the following terms: “‘dental
caries’ or ‘‘tooth decay.”’

(E) The claim shall not attribute any
degree of the reduction in risk of den-
tal caries to the wuse of the
noncariogenic carbohydrate sweetener-
containing food.

(F) The claim shall not imply that
consuming noncariogenic carbohydrate
sweetener-containing foods is the only
recognized means of achieving a re-
duced risk of dental caries.

(G) Packages with less than 15 square
inches of surface area available for la-
beling are exempt from paragraphs (A)
and (C) of this section.

(H) When the substance that is the
subject of the claim is a noncariogenic
sugar, the claim shall identify the sub-
stance as a sugar that, unlike other
sugars, does not promote the develop-
ment of dental caries.

(ii) Nature of the substance. Eligible
noncariogenic carbohydrate sweeteners
are:
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(A) The sugar alcohols xylitol, sor-
bitol, mannitol, maltitol, isomalt,
lactitol, hydrogenated starch hydroly-
sates, hydrogenated glucose syrups,
and erythritol, or a combination of
these.

(B) The sugar D-tagatose.

(iii) Nature of the food. (A) The food
shall meet the requirement in
§101.60(c)(1)(i) with respect to sugars
content, except that the food may con-
tain D-tagatose.

(B) A food whose labeling includes a
health claim under this section shall
contain one or more of the
noncariogenic carbohydrate sweeteners
listed in paragraph (c)(2)(ii) of this sec-
tion.

(C) When carbohydrates other than
those listed in paragraph (c)(2)(ii) of
this section are present in the food, the
food shall not lower plaque pH below
5.7 by bacterial fermentation either
during consumption or up to 30 min-
utes after consumption, as measured
by the indwelling plaque pH test found
in “ldentification of Low Caries Risk
Dietary Components,” dated 1983, by T.
N. Imfeld, in Volume 11, Monographs in
Oral Science, 1983. The Director of the
Office of the Federal Register has ap-
proved the incorporation by reference
of this material in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. You
may obtain copies from Karger AG
Publishing Co., P.O. Box, Ch-4009
Basel, Switzerland, or you may exam-
ine a copy at the Center for Food Safe-
ty and Applied Nutrition’s Library,
Harvey W. Wiley Federal Building, 5100
Paint Branch Pkwy., College Park,
MD, or at the Office of the Federal
Register, 800 North Capital St. NW.,
suite 700, Washington, DC.

(d) Optional information. (1) The claim
may include information from para-
graphs (a) and (b) of this section, which
describe the relationship between diets
containing noncariogenic carbohydrate
sweeteners and dental caries.

(2) The claim may indicate that de-
velopment of dental caries depends on
many factors and may identify one or
more of the following risk factors for
dental caries: Frequent consumption of
fermentable carbohydrates, such as di-
etary sugars and starches; presence of
oral bacteria capable of fermenting
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carbohydrates; length of time ferment-
able carbohydrates are in contact with
the teeth; lack of exposure to fluoride;
individual susceptibility; socio-
economic and cultural factors; and
characteristics of tooth enamel, saliva,
and plaque.

(3) The claim may indicate that oral
hygiene and proper dental care may
help to reduce the risk of dental dis-
ease.

(4) The claim may indicate that a
substance listed in paragraph (c)(2)(ii)
of this section serves as a sweetener.

(e) Model health claim. The following
model health claims may be used in
food labeling to describe the relation-
ship between noncariogenic carbo-
hydrate sweetener-containing foods
and dental caries.

(1) Examples of the full claim:

(i) Frequent eating of foods high in
sugars and starches as between-meal
snacks can promote tooth decay. The
sugar alcohol [name, optional] used to
sweeten this food may reduce the risk
of dental caries.

(ii) Frequent between-meal consump-
tion of foods high in sugars and starch-
es promotes tooth decay. The sugar al-
cohols in [name of food] do not pro-
mote tooth decay.

(iii) Frequent eating of foods high in
sugars and starches as between-meal
snacks can promote tooth decay. Taga-
tose, the sugar used to sweeten this
food, unlike other sugars, may reduce
the risk of dental caries.

(iv) Freguent between-meal consump-
tion of foods high in sugars and starch-
es promotes tooth decay. Tagatose, the
sugar in [name of food], unlike other
sugars, does not promote tooth decay.

(2) Example of the shortened claim
for small packages:

(i) Does not promote tooth decay.

(if) May reduce the risk of tooth
decay.

(iii) Tagatose sugar does not promote
tooth decay.

(iv) Tagatose sugar may reduce the
risk of tooth decay.

[61 FR 43446, Aug. 23, 1996, as amended at 62
FR 63655, Dec. 2, 1997; 66 FR 66742, Dec. 27,
2001; 67 FR 71470, Dec. 2, 2002]
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