
133 

Food and Drug Administration, HHS § 101.78 

vegetables, and grain products that 
contain fiber and coronary heart dis-
ease, and the significance of the rela-
tionship. 

(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 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 (GPO). 

(6) 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. 

(7) 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 claims. The following 
model health claims may be used in 
food labeling to characterize the rela-
tionship between diets low in saturated 
fat and cholesterol and high in fruits, 
vegetables, and grain products that 
contain soluble fiber: 

(1) Diets low in saturated fat and 
cholesterol and rich in fruits, vegeta-
bles, and grain products that contain 
some types of dietary fiber, particu-
larly soluble fiber, may reduce the risk 
of heart disease, a disease associated 
with many factors. 

(2) Development of heart disease de-
pends on many factors. Eating a diet 
low in saturated fat and cholesterol 
and high in fruits, vegetables, and 
grain products that contain fiber may 
lower blood cholesterol levels and re-
duce your risk of heart disease. 

[58 FR 2578, Jan. 6, 1993] 

§ 101.78 Health claims: fruits and vege-
tables and cancer. 

(a) Relationship between substances in 
diets low in fat and high in fruits and 
vegetables and cancer risk. (1) Cancer is 
a constellation of more than 100 dif-
ferent diseases, each characterized by 
the uncontrolled growth and spread of 
abnormal cells. Cancer has many 
causes and stages in its development. 
Both genetic and environmental risk 
factors may affect the risk of cancer. 
Risk factors include a family history of 
a specific type of cancer, cigarette 
smoking, alcohol consumption, over-
weight and obesity, ultraviolet or ion-
izing radiation, exposure to cancer- 
causing chemicals, and dietary factors. 

(2) Although the specific roles of the 
numerous potentially protective sub-
stances in plant foods are not yet un-
derstood, many studies have shown 
that diets high in plant foods are asso-
ciated with reduced risk of some types 
of cancers. These studies correlate 
diets rich in fruits and vegetables and 
nutrients from these diets, such as vi-
tamin C, vitamin A, and dietary fiber, 
with reduced cancer risk. Persons con-
suming these diets frequently have 
high intakes of these nutrients. Cur-
rently, there is not scientific agree-
ment as to whether the observed pro-
tective effects of fruits and vegetables 
against cancer are due to a combina-
tion of the nutrient components of 
diets rich in fruits and vegetables, in-
cluding but not necessarily limited to 
dietary fiber, vitamin A (as beta-caro-
tene) and vitamin C, to displacement of 
fat from such diets, or to intakes of 
other substances in these foods which 
are not nutrients but may be protec-
tive against cancer risk. 

(b) Significance of the relationship be-
tween consumption of diets low in fat and 
high in 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, 
including 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 fruits and vegetables. Stud-
ies in various parts of the world indi-
cate that populations who habitually 
consume a diet high in plant foods have 
lower risks of some cancers. These 
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diets generally are low in fat and rich 
in many nutrients, including, but not 
limited to, dietary fiber, vitamin A (as 
beta-carotene), and vitamin C. Current 
dietary guidelines from Federal Gov-
ernment agencies and nationally recog-
nized health professional organizations 
recommend decreased consumption of 
fats (less than 30 percent of calories), 
maintenance of desirable body weight, 
and increased consumption of fruits 
and vegetables (5 or more servings 
daily), particularly those fruits and 
vegetables which contain dietary fiber, 
vitamin A, and vitamin C. 

(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 
substances in diets low in fat and high 
in 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, pro-
vided that: 

(A) The claim states that diets low in 
fat and high in 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 characterizes fruits 
and vegetables as foods that are low in 
fat and may contain vitamin A, vita-
min C, and dietary fiber; 

(D) The claim characterizes the food 
bearing the claim as containing one or 
more of the following, for which the 
food is a good source under § 101.54: die-
tary fiber, vitamin A, or vitamin C; 

(E) The claim does not attribute any 
degree of cancer risk reduction to diets 
low in fat and high in fruits and vege-
tables; 

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

(G) The claim does not specify types 
of fats or fatty acids that may be re-
lated to risk of cancer; 

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

(I) The claim does not specify types 
of dietary fiber that may be related to 
risk of cancer; and 

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

(ii) Nature of the food. (A) The food 
shall be or shall contain a fruit or veg-
etable. 

(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 at least one of the following: 
vitamin A, vitamin C, or 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 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, alcohol consumption, over-
weight and obesity, ultraviolet or ion-
izing radiation, exposure to cancer- 
causing chemicals, and dietary factors. 

(3) The claim may use the word 
‘‘beta-carotene’’ in parentheses after 
the term vitamin A, provided that the 
vitamin A in the food bearing the 
claim is beta-carotene. 

(4) 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 the Department of Health 
and Human Services (DHHS), Govern-
ment Printing Office. 

(5) 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 substances in diets 
low in fat and high in fruits and vege-
tables and cancer: 
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(1) Low fat diets rich in fruits and 
vegetables (foods that are low in fat 
and may contain dietary fiber, vitamin 
A, and vitamin C) may reduce the risk 
of some types of cancer, a disease asso-
ciated with many factors. Broccoli is 
high in vitamins A and C, and it is a 
good source of dietary fiber. 

(2) Development of cancer depends on 
many factors. Eating a diet low in fat 
and high in fruits and vegetables, foods 
that are low in fat and may contain vi-
tamin A, vitamin C, and dietary fiber, 
may reduce your risk of some cancers. 
Oranges, a food low in fat, are a good 
source of fiber and vitamin C. 

[58 FR 2639, Jan. 6, 1993] 

§ 101.79 Health claims: Folate and neu-
ral tube defects. 

(a) Relationship between folate and 
neural tube defects—(1) Definition. Neu-
ral tube defects are serious birth de-
fects of the brain or spinal cord that 
can result in infant mortality or seri-
ous disability. The birth defects 
anencephaly and spina bifida are the 
most common forms of neural tube de-
fects and account for about 90 percent 
of these defects. These defects result 
from failure of closure of the covering 
of the brain or spinal cord during early 
embryonic development. Because the 
neural tube forms and closes during 
early pregnancy, the defect may occur 
before a woman realizes that she is 
pregnant. 

(2) Relationship. The available data 
show that diets adequate in folate may 
reduce the risk of neural tube defects. 
The strongest evidence for this rela-
tionship comes from an intervention 
study by the Medical Research Council 
of the United Kingdom that showed 
that women at risk of recurrence of a 
neural tube defect pregnancy who con-
sumed a supplement containing 4 milli-
grams (mg)(4,000 micrograms (mcg)) 
folic acid daily before conception and 
continuing into early pregnancy had a 
reduced risk of having a child with a 
neural tube defect. (Products con-
taining this level of folic acid are 
drugs). In addition, based on its review 
of a Hungarian intervention trial that 
reported periconceptional use of a 
multivitamin and multimineral prepa-
ration containing 800 mcg (0.8 mg) of 
folic acid, and its review of the obser-

vational studies that reported 
periconceptional use of multivitamins 
containing 0 to 1,000 mcg of folic acid, 
the Food and Drug Administration con-
cluded that most of these studies had 
results consistent with the conclusion 
that folate, at levels attainable in 
usual diets, may reduce the risk of neu-
ral tube defects. 

(b) Significance of folate—(1) Public 
health concern. Neural tube defects 
occur in approximately 0.6 of 1,000 live 
births in the United States (i.e., ap-
proximately 6 of 10,000 live births; 
about 2,500 cases among 4 million live 
births annually). Neural tube defects 
are believed to be caused by many fac-
tors. The single greatest risk factor for 
a neural tube defect-affected pregnancy 
is a personal or family history of a 
pregnancy affected with a such a de-
fect. However, about 90 percent of in-
fants with a neural tube defect are 
born to women who do not have a fam-
ily history of these defects. The avail-
able evidence shows that diets ade-
quate in folate may reduce the risk of 
neural tube defects but not of other 
birth defects. 

(2) Populations at risk. Prevalence 
rates for neural tube defects have been 
reported to vary with a wide range of 
factors including genetics, geography, 
socioeconomic status, maternal birth 
cohort, month of conception, race, nu-
trition, and maternal health, including 
maternal age and reproductive history. 
Women with a close relative (i.e., sib-
ling, niece, nephew) with a neural tube 
defect, those with insulin-dependent di-
abetes mellitus, and women with sei-
zure disorders who are being treated 
with valproic acid or carbamazepine 
are at significantly increased risk com-
pared with women without these char-
acteristics. Rates for neural tube de-
fects vary within the United States, 
with lower rates observed on the west 
coast than on the east coast. 

(3) Those who may benefit. Based on a 
synthesis of information from several 
studies, including those which used 
multivitamins containing folic acid at 
a daily dose level of ≥400 mcg (≥0.4 mg), 
the Public Health Service has inferred 
that folate alone at levels of 400 mcg 
(0.4 mg) per day may reduce the risk of 
neural tube defects. The protective ef-
fect found in studies of lower dose 
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