§101.82

food labeling to describe the relation-
ship between diets that are low in satu-
rated fat and cholesterol and that in-
clude soluble fiber from certain foods
and reduced risk of heart disease:

(1) Soluble fiber from foods such as
[name of soluble fiber source from
paragraph (¢)(2)(ii) of this section and,
if desired, the name of food product], as
part of a diet low in saturated fat and
cholesterol, may reduce the risk of
heart disease. A serving of [ name of
food] supplies ] grams of the
[grams of soluble fiber specified in
paragraph (c)(2)(i)(G) of this section]
soluble fiber from [name of the soluble
fiber source from paragraph (c)(2)(ii) of
this section] necessary per day to have
this effect.

(2) Diets low in saturated fat and
cholesterol that include [ grams
of soluble fiber specified in paragraph
(€)(2)(1)(G) of this section] of soluble
fiber per day from [name of soluble
fiber source from paragraph (c)(2)(ii) of
this section and, if desired, the name of
the food product] may reduce the risk
of heart disease. One serving of [name
of food] provides grams of this
soluble fiber.

[62 FR 3600, Jan. 23, 1997, as amended at 62
FR 15344, Mar. 31, 1997; 63 FR 8119, Feb. 18,
1998; 66 FR 66742, Dec. 27, 2001; 67 FR 61782,
Oct. 2, 2002; 68 FR 15355, Mar. 31, 2003; 70 FR
40880, July 15, 2005; 70 FR 76162, Dec. 23, 2005]

§101.82 Health claims: Soy protein and
risk of coronary heart disease
(CHD).

(a) Relationship between diets that are
low in saturated fat and cholesterol and
that include soy protein and the risk of
CHD. (1) Cardiovascular disease means
diseases of the heart and circulatory
system. CHD is one of the most com-
mon and serious forms of cardio-
vascular disease and refers to diseases
of the heart muscle and supporting
blood vessels. High blood total choles-
terol and low density lipoprotein
(LDL)-cholesterol levels are associated
with increased risk of developing CHD.
High CHD rates occur among people
with high total cholesterol levels of 240
milligrams per deciliter (mg/dL) (6.21
millimole per liter (mmol/L)) or above
and LDL-cholesterol levels of 160 mg/
dL (4.13 mmol/L) or above. Borderline
high risk total cholesterol levels range
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from 200 to 239 mg/dL (5.17 to 6.18
mmol/L) and 130 to 159 mg/dL (3.36 to
4.11 mmol/L)) of LDL-cholesterol. The
scientific evidence establishes that
diets high in saturated fat and choles-
terol are associated with increased lev-
els of blood total and LDL-cholesterol
and, thus, with increased risk of CHD.

(2) Populations with a low incidence
of CHD tend to have relatively low
blood total cholesterol and LDL-cho-
lesterol levels. These populations also
tend to have dietary patterns that are
not only low in total fat, especially
saturated fat and cholesterol, but are
also relatively high in plant foods that
contain dietary fiber and other compo-
nents.

(3) Scientific evidence demonstrates
that diets low in saturated fat and cho-
lesterol may reduce the risk of CHD.
Other evidence demonstrates that the
addition of soy protein to a diet that is
low in saturated fat and cholesterol
may also help to reduce the risk of
CHD.

(b) Significance of the relationship be-
tween diets that are low in saturated fat
and cholesterol and that include soy pro-
tein and the risk of CHD. (1) CHD is a
major public health concern in the
United States. It accounts for more
deaths than any other disease or group
of diseases. Early management of risk
factors for CHD is a major public
health goal that can assist in reducing
risk of CHD. High blood total and LDIL-
cholesterol are major modifiable risk
factors in the development of CHD.

(2) Intakes of saturated fat exceed
recommended levels in the diets of
many people in the United States. One
of the major public health rec-
ommendations relative to CHD risk is
to consume less than 10 percent of cal-
ories from saturated fat and an average
of 30 percent or less of total calories
from all fat. Recommended daily cho-
lesterol intakes are 300 mg or less per
day. Scientific evidence demonstrates
that diets low in saturated fat and cho-
lesterol are associated with lower blood
total and LDL-cholesterol levels. Soy
protein, when included in a low satu-
rated fat and cholesterol diet, also
helps to lower blood total and LDL-
cholesterol levels.

(¢) Requirements. (1) All requirements
set forth in §101.14 shall be met.
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(2) Specific requirements—(i) Nature of
the claim. A health claim associating
diets that are low in saturated fat and
cholesterol and that include soy pro-
tein with reduced risk of heart disease
may be made on the label or labeling of
a food described in paragraph (c)(2)(iii)
of this section, provided that:

(A) The claim states that diets that
are low in saturated fat and cholesterol
and that include soy protein ‘“‘may’’ or
“might” reduce the risk of heart dis-
ease;

(B) In specifying the disease, the
claim uses the following terms: ‘‘heart
disease’ or ‘‘coronary heart disease’’;

(C) In specifying the substance, the
claim uses the term ‘‘soy protein’’;

(D) In specifying the fat component,
the claim uses the terms ‘‘saturated
fat’ and ‘‘cholesterol’’;

(E) The claim does not attribute any
degree of risk reduction for CHD to
diets that are low in saturated fat and
cholesterol and that include soy pro-
tein;

(F) The claim does not imply that
consumption of diets that are low in
saturated fat and cholesterol and that
include soy protein is the only recog-
nized means of achieving a reduced
risk of CHD; and

(G) The claim specifies the daily die-
tary intake of soy protein that is nec-
essary to reduce the risk of coronary
heart disease and the contribution one
serving of the product makes to the
specified daily dietary intake Ilevel.
The daily dietary intake level of soy
protein that has been associated with
reduced risk of coronary heart disease
is 25 grams (g) or more per day of soy
protein.

(i1) Nature of the substance. (A) Soy
protein from the legume seed Glycine
max.

(B) FDA will assess qualifying levels
of soy protein in the following fashion:
FDA will measure total protein con-
tent by the appropriate method of
analysis given in the ‘‘Official Methods
of Analysis of the AOAC Inter-
national,” as described at §101.9(c)(7).
For products that contain no sources of
protein other than soy, FDA will con-
sider the amount of soy protein as
equivalent to the total protein content.
For products that contain a source or
sources of protein in addition to soy,
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FDA will, using the measurement of
total protein content, calculate the soy
protein content based on the ratio of
soy protein ingredients to total protein
ingredients in the product. FDA will
base its calculation on information
identified and supplied by manufactur-
ers, such as nutrient data bases or
analyses, recipes or formulations, pur-
chase orders for ingredients, or any
other information that reasonably sub-
stantiates the ratio of soy protein to
total protein. Manufacturers must
maintain records sufficient to substan-
tiate the claim for as long as the prod-
ucts are marketed and provide these
records, on written request, to appro-
priate regulatory officials.

(iii) Nature of the food eligible to bear
the claim. (A) The food product shall
contain at least 6.25 g of soy protein
per reference amount customarily con-
sumed of the food product;

(B) The food shall meet the nutrient
content requirements in §101.62 for a
“low saturated fat” and ‘‘low choles-
terol” food; and

(C) The food shall meet the nutrient
content requirement in §101.62 for a
“low fat’ food, unless it consists of or
is derived from whole soybeans and
contains no fat in addition to the fat
inherently present in the whole soy-
beans it contains or from which it is
derived.

(d) Optional information. (1) The claim
may state that the development of
heart disease depends on many factors
and may identify one or more of the
following risk factors for heart disease
about which there is general scientific
agreement: A family history of CHD;
elevated blood total and LDL-choles-
terol; excess body weight; high blood
pressure; cigarette smoking; diabetes;
and physical inactivity. The claim may
also provide additional information
about the benefits of exercise and man-
agement of body weight to help lower
the risk of heart disease;

(2) The claim may state that the re-
lationship between intake of diets that
are low in saturated fat and cholesterol
and that include soy protein and re-
duced risk of heart disease is through
the intermediate link of ‘‘blood choles-
terol” or ‘‘blood total and LDL-choles-
terol”’;
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(3) The claim may include informa-
tion from paragraphs (a) and (b) of this
section, which summarize the relation-
ship between diets that are low in satu-
rated fat and cholesterol and that in-
clude soy protein and CHD and the sig-
nificance of the relationship;

(4) The claim may state that a diet
low in saturated fat and cholesterol
that includes soy protein is consistent
with “Nutrition and Your Health: Die-
tary Guidelines for Americans,” U.S.
Department of Agriculture (USDA) and
Department of Health and Human
Services (DHHS), Government Printing
Office (GPO);

(5) The claim may state that individ-
uals with elevated blood total and
LDL-cholesterol should consult their
physicians for medical advice and
treatment. If the claim defines high or
normal blood total and LDL-choles-
terol levels, then the claim shall state
that individuals with high blood cho-
lesterol should consult their physicians
for medical advice and treatment;

(6) The claim may include informa-
tion on the number of people in the
United States who have heart disease.
The sources of this information shall
be identified, and it shall be current in-
formation from the National Center for
Health Statistics, the National Insti-
tutes of Health, or ‘“Nutrition and Your
Health: Dietary Guidelines for Ameri-
cans,”” USDA and DHHS, GPO;

(e) Model health claim. The following
model health claims may be used in
food labeling to describe the relation-
ship between diets that are low in satu-
rated fat and cholesterol and that in-
clude soy protein and reduced risk of
heart disease:

(1) 25 grams of soy protein a day, as
part of a diet low in saturated fat and
cholesterol, may reduce the risk of
heart disease. A serving of [name of
food] supplies @~ grams of soy pro-
tein.

(2) Diets low in saturated fat and
cholesterol that include 25 grams of
soy protein a day may reduce the risk
of heart disease. One serving of [name
of food] provides  grams of soy pro-
tein.

[64 FR 57732, Oct. 26, 1999]

EFFECTIVE DATE NOTE: At 64 FR 57732, Oct.
26, 1999, §101.82 was added. Paragraph
(c)(2)(ii)(B) contains information collection
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and recordkeeping requirements and will not
become effective until approval has been
given by the Office of Management and
Budget.

§101.83 Health claims: plant sterol/
stanol esters and risk of coronary
heart disease (CHD).

(a) Relationship between diets that in-
clude plant sterol/stanol esters and the
risk of CHD. (1) Cardiovascular disease
means diseases of the heart and cir-
culatory system. Coronary heart dis-
ease (CHD) is one of the most common
and serious forms of cardiovascular dis-
ease and refers to diseases of the heart
muscle and supporting blood vessels.
High blood total cholesterol and low
density lipoprotein (LDL) cholesterol
levels are associated with increased
risk of developing coronary heart dis-
ease. High CHD rates occur among peo-
ple with high total cholesterol levels of
240 milligrams per deciliter (mg/dL)
(6.21 millimole per liter (mmol/1)) or
above and LLDL cholesterol levels of 160
mg/dL ( 4.13 mmol/1) or above. Border-
line high risk blood cholesterol levels
range from 200 to 239 mg/dL (5.17 to 6.18
mmol/l) for total cholesterol, and 130 to
159 mg/dL (3.36 to 4.11 mmol/l1) of LDL
cholesterol.

(2) Populations with a low incidence
of CHD tend to have relatively low
blood total cholesterol and LDL choles-
terol levels. These populations also
tend to have dietary patterns that are
not only low in total fat, especially
saturated fat and cholesterol, but are
also relatively high in plant foods that
contain dietary fiber and other compo-
nents.

(3) Scientific evidence demonstrates
that diets that include plant sterol/
stanol esters may reduce the risk of
CHD.

(b) Significance of the relationship be-
tween diets that include plant sterol/
stanol esters and the risk of CHD. (1)
CHD is a major public health concern
in the United States. It accounts for
more deaths than any other disease or
group of diseases. Early management
of risk factors for CHD is a major pub-
lic health goal that can assist in reduc-
ing risk of CHD. High blood total and
LDL cholesterol are major modifiable
risk factors in the development of
CHD.
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