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intermediate link of ‘‘blood choles-
terol’’ or ‘‘blood total- and LDL choles-
terol.’’ 

(3) The claim may include informa-
tion from paragraphs (a) and (b) of this 
section, which summarize the relation-
ship between dietary saturated fat and 
cholesterol and risk of coronary heart 
disease, and the significance of the re-
lationship. 

(4) In specifying the nutrients, the 
claim may include the term ‘‘total fat’’ 
in addition to the terms ‘‘saturated 
fat’’ and ‘‘cholesterol’’. 

(5) The claim may include informa-
tion on the number of people in the 
United States who have coronary heart 
disease. The sources of this informa-
tion shall be identified, and it shall be 
current information from the National 
Center for Health Statistics, the Na-
tional Institutes of Health, or ‘‘Nutri-
tion and Your Health: Dietary Guide-
lines for Americans,’’ U.S. Department 
of Health and Human Services (DHHS) 
and U.S. Department of Agriculture 
(USDA), Government Printing Office. 

(6) The claim may indicate that it is 
consistent with ‘‘Nutrition and Your 
Health: Dietary Guidelines for Ameri-
cans,’’ DHHS and USDA, Government 
Printing Office. 

(7) The claim may state that individ-
uals with elevated blood total- or LDL- 
cholesterol should consult their physi-
cians for medical advice and treat-
ment. If the claim defines high or nor-
mal blood total- or LDL-cholesterol 
levels, then the claim shall state that 
individuals with high blood cholesterol 
should consult their physicians for 
medical advice and treatment. 

(e) Model health claims.The following 
are model health claims that may be 
used in food labeling to describe the re-
lationship between dietary saturated 
fat and cholesterol and risk of heart 
disease: 

(1) While many factors affect heart 
disease, diets low in saturated fat and 
cholesterol may reduce the risk of this 
disease; 

(2) Development of heart disease de-
pends upon many factors, but its risk 
may be reduced by diets low in satu-
rated fat and cholesterol and healthy 
lifestyles; 

(3) Development of heart disease de-
pends upon many factors, including a 

family history of the disease, high 
blood LDL-cholesterol, diabetes, high 
blood pressure, being overweight, ciga-
rette smoking, lack of exercise, and 
the type of dietary pattern. A healthful 
diet low in saturated fat, total fat, and 
cholesterol, as part of a healthy life-
style, may lower blood cholesterol lev-
els and may reduce the risk of heart 
disease; 

(4) Many factors, such as a family 
history of the disease, increased blood- 
and LDL-cholesterol levels, high blood 
pressure, cigarette smoking, diabetes, 
and being overweight, contribute to de-
veloping heart disease. A diet low in 
saturated fat, cholesterol, and total fat 
may help reduce the risk of heart dis-
ease; and 

(5) Diets low in saturated fat, choles-
terol, and total fat may reduce the risk 
of heart disease. Heart disease is de-
pendent upon many factors, including 
diet, a family history of the disease, 
elevated blood LDL-cholesterol levels, 
and physical inactivity. 

[58 FR 2757, Jan. 6, 1993] 

§ 101.76 Health claims: fiber-con-
taining grain products, fruits, and 
vegetables and cancer. 

(a) Relationship between diets low in 
fat and high in fiber-containing grain 
products, fruits, and vegetables and can-
cer risk. (1) Cancer is a constellation of 
more than 100 different diseases, each 
characterized by the uncontrolled 
growth and spread of abnormal cells. 
Cancer has many causes and stages in 
its development. Both genetic and en-
vironmental risk factors may affect 
the risk of cancer. Risk factors include: 
A family history of a specific type of 
cancer, cigarette smoking, overweight 
and obesity, alcohol consumption, ul-
traviolet or ionizing radiation, expo-
sure to cancer-causing chemicals, and 
dietary factors. 

(2) The scientific evidence establishes 
that diets low in fat and high in fiber- 
containing grain products, fruits, and 
vegetables are associated with a re-
duced risk of some types of cancer. Al-
though the specific role of total dietary 
fiber, fiber components, and the mul-
tiple nutrients and other substances 
contained in these foods are not yet 
fully understood, many studies have 
shown that diets low in fat and high in 

VerDate Aug<31>2005 09:36 May 02, 2008 Jkt 214066 PO 00000 Frm 00141 Fmt 8010 Sfmt 8010 Y:\SGML\214066.XXX 214066eb
en

th
al

l o
n 

P
R

O
D

P
C

60
 w

ith
 C

F
R



132 

21 CFR Ch. I (4–1–08 Edition) § 101.76 

fiber-containing foods are associated 
with reduced risk of some types of can-
cer. 

(b) Significance of the relationship be-
tween consumption of diets low in fat and 
high in fiber-containing grain products, 
fruits, and vegetables and risk of cancer. 
(1) Cancer is ranked as a leading cause 
of death in the United States. The 
overall economic costs of cancer, in-
cluding direct health care costs and 
losses due to morbidity and mortality, 
are very high. 

(2) U.S. diets tend to be high in fat 
and low in grain products, fruits, and 
vegetables. Studies in various parts of 
the world indicate that populations 
who habitually consume a diet high in 
plant foods have lower risks of some 
cancers. These diets generally are low 
in fat and rich in many nutrients, in-
cluding, but not limited to, dietary 
fiber. Current dietary guidelines from 
Federal government agencies and na-
tionally recognized health professional 
organizations recommend decreased 
consumption of fats (less than 30 per-
cent of calories), maintenance of desir-
able body weight, and increased con-
sumption of fruits and vegetables (five 
or more servings daily), and grain prod-
ucts (six or more servings daily). 

(c) Requirements. (1) All requirements 
set forth in § 101.14 shall be met. 

(2) Specific requirements—(i) Nature of 
the claim. A health claim associating 
diets low in fat and high in fiber-con-
taining grain products, fruits, and 
vegetables with reduced risk of cancer 
may be made on the label or labeling of 
a food described in paragraph (c)(2)(ii) 
of this section, provided that: 

(A) The claim states that diets low in 
fat and high in fiber-containing grain 
products, fruits, and vegetables ‘‘may’’ 
or ‘‘might’’ reduce the risk of some 
cancers; 

(B) In specifying the disease, the 
claim uses the following terms: ‘‘some 
types of cancer,’’ or ‘‘some cancers’’; 

(C) The claim is limited to grain 
products, fruits, and vegetables that 
contain dietary fiber; 

(D) The claim indicates that develop-
ment of cancer depends on many fac-
tors; 

(E) The claim does not attribute any 
degree of cancer risk reduction to diets 

low in fat and high in fiber-containing 
grain products, fruits, and vegetables; 

(F) In specifying the dietary fiber 
component of the labeled food, the 
claim uses the term ‘‘fiber’’, ‘‘dietary 
fiber’’ or ‘‘total dietary fiber’’; and 

(G) The claim does not specify types 
of dietary fiber that may be related to 
risk of cancer. 

(ii) Nature of the food. (A) The food 
shall be or shall contain a grain prod-
uct, fruit, or vegetable. 

(B) The food shall meet the nutrient 
content requirements of § 101.62 for a 
‘‘low fat’’ food. 

(C) The food shall meet, without for-
tification, the nutrient content re-
quirements of § 101.54 for a ‘‘good 
source’’ of dietary fiber. 

(d) Optional information. (1) The claim 
may include information from para-
graphs (a) and (b) of this section, which 
summarize the relationship between 
diets low in fat and high in fiber-con-
taining grain products, fruits, and 
vegetables, and some types of cancer 
and the significance of the relation-
ship. 

(2) The claim may identify one or 
more of the following risk factors for 
development of cancer: Family history 
of a specific type of cancer, cigarette 
smoking, overweight and obesity, alco-
hol consumption, ultraviolet or ion-
izing radiation, exposure to cancer 
causing chemicals, and dietary factors. 

(3) The claim may indicate that it is 
consistent with ‘‘Nutrition and Your 
Health: Dietary Guidelines for Ameri-
cans,’’ U.S. Department of Agriculture 
(USDA) and Department of Health and 
Human Services (DHHS), Government 
Printing Office. 

(4) The claim may include informa-
tion on the number of people in the 
United States who have cancer. The 
sources of this information must be 
identified, and it must be current infor-
mation 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, Government 
Printing Office. 

(e) Model health claims. The following 
model health claims may be used in 
food labeling to characterize the rela-
tionship between diets low in fat and 
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high in fiber-containing grain products, 
fruits, and vegetables and cancer risk: 

(1) Low fat diets rich in fiber-con-
taining grain products, fruits, and 
vegetables may reduce the risk of some 
types of cancer, a disease associated 
with many factors. 

(2) Development of cancer depends on 
many factors. Eating a diet low in fat 
and high in grain products, fruits, and 
vegetables that contain dietary fiber 
may reduce your risk of some cancers. 

[58 FR 2548, Jan. 6, 1993] 

§ 101.77 Health claims: fruits, vegeta-
bles, and grain products that con-
tain fiber, particularly soluble fiber, 
and risk of coronary heart disease. 

(a) Relationship between diets low in 
saturated fat and cholesterol and high in 
fruits, vegetables, and grain products that 
contain fiber, particularly soluble fiber, 
and risk of coronary heart disease. (1) 
Cardiovascular disease means diseases 
of the heart and circulatory system. 
Coronary heart disease is the most 
common and serious form of cardio-
vascular disease and refers to diseases 
of the heart muscle and supporting 
blood vessels. High blood total- and low 
density lipoprotein (LDL)- cholesterol 
levels are major modifiable risk factors 
in the development of coronary heart 
disease. High coronary heart disease 
rates occur among people with high 
blood cholesterol levels of 240 milli-
grams per deciliter (mg/dL) (6.21 
(mmol/L)) or above and LDL-choles-
terol levels of 160 mg/dL (4.13 mmol/L) 
or above. Borderline high risk blood 
cholesterol levels range 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. Dietary lipids (fats) in-
clude fatty acids and cholesterol. Total 
fat, commonly referred to as fat, is 
composed of saturated fat (fatty acids 
containing no double bonds), and 
monounsaturated and polyunsaturated 
fat (fatty acids containing one or more 
double bonds). 

(2) The scientific evidence establishes 
that diets high in saturated fat and 
cholesterol are associated with in-
creased levels of blood total- and LDL- 
cholesterol and, thus, with increased 
risk of coronary heart disease. Diets 
low in saturated fat and cholesterol are 
associated with decreased levels of 

blood total- and LDL-cholesterol, and 
thus, with decreased risk of developing 
coronary heart disease. 

(3) Populations with relatively low 
blood cholesterol levels tend to have 
dietary patterns that are not only low 
in total fat, especially saturated fat 
and cholesterol, but are also relatively 
high in fruits, vegetables, and grain 
products. Although the specific roles of 
these plant foods are not yet fully un-
derstood, many studies have shown 
that diets high in plant foods are asso-
ciated with reduced risk of coronary 
heart disease. These studies correlate 
diets rich in fruits, vegetables, and 
grain products and nutrients from 
these diets, such as some types of fiber, 
with reduced coronary heart disease 
risk. Persons consuming these diets 
frequently have high intakes of dietary 
fiber, particularly soluble fibers. Cur-
rently, there is not scientific agree-
ment as to whether a particular type of 
soluble fiber is beneficial, or whether 
the observed protective effects of 
fruits, vegetables, and grain products 
against heart disease are due to other 
components, or a combination of com-
ponents, in these diets, including, but 
not necessarily limited to, some types 
of soluble fiber, other fiber compo-
nents, other characteristics of the com-
plex carbohydrate content of these 
foods, other nutrients in these foods, or 
displacement of saturated fat and cho-
lesterol from the diet. 

(b) Significance of the relationship be-
tween diets low in saturated fat and cho-
lesterol, and high in fruits, vegetables, 
and grain products that contain fiber, 
particularly soluble fiber, and risk of cor-
onary heart disease. (1) Coronary heart 
disease is a major public health con-
cern in the United States, primarily 
because it accounts for more deaths 
than any other disease or group of dis-
eases. Early management of risk fac-
tors for coronary heart disease is a 
major public health goal that can as-
sist in reducing risk of coronary heart 
disease. There is a continuum of mor-
tality risk from coronary heart disease 
that increases with increasing levels of 
blood LDL-cholesterol. Individuals 
with high blood LDL-cholesterol are at 
greatest risk. A larger number of indi-
viduals with more moderately elevated 
cholesterol also have increased risk of 
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