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(i) The petition shall be signed by the 
petitioner or by his/her attorney or 
agent, or (if a corporation) by an au-
thorized official. 

(j) Agency action on the petition. (1) 
Within 15 days of receipt of the peti-
tion, the petitioner will be notified by 
letter of the date on which the petition 
was received. Such notice will inform 
the petitioner that the petition is un-
dergoing agency review and that the 
petitioner will subsequently be notified 
of the agency’s decision to file for com-
prehensive review or deny the petition. 

(2) Within 100 days of the date of re-
ceipt of the petition, FDA will notify 
the petitioner by letter that the peti-
tion has either been filed for com-
prehensive review or denied. The agen-
cy will deny a petition without review-
ing the information contained in ‘‘B. 
Summary of Scientific Data’’ if the in-
formation in ‘‘A. Preliminary Require-
ments’’ is inadequate in explaining how 
the substance conforms to the require-
ments of § 101.14(b). If the petition is 
denied, the notification will state the 
reasons therefor, including justifica-
tion of the rejection of any report from 
an authoritative scientific body of the 
U.S. Government. If filed, the date of 
the notification letter becomes the 
date of filing for the purposes of this 
regulation. If FDA does not act within 
such 100 days, the petition shall be 
deemed to be denied unless an exten-
sion is mutually agreed upon by FDA 
and the petitioner. A petition that has 
been denied, or has been deemed to be 
denied, without filing will not be made 
available to the public. A filed petition 
will be available to the public to the 
extent provided under paragraph (e) of 
this section. 

(3) Within 90 days of the date of fil-
ing, FDA will by letter of notification 
to the petitioner: 

(i) Deny the petition, or 
(ii) Inform the petitioner that a pro-

posed regulation to provide for the re-
quested use of the health claim will be 
published in the FEDERAL REGISTER. If 
the petition is denied, the notification 
will state the reasons therefor, includ-
ing justification for the rejection of 
any report from an authoritative sci-
entific body of the U.S. Government. 
FDA will publish the proposal to 
amend the regulations to provide for 

the requested use of the health claim 
in the FEDERAL REGISTER within 90 
days of the date of filing. The proposal 
will also announce the availability of 
the petition for public review. 

(iii) If FDA does not act within 90 
days of the date of filing, the petition 
shall be deemed to be denied unless an 
extension is mutually agreed upon by 
FDA and the petitioner. 

(4)(i) Within 270 of the date of publi-
cation of the proposal, FDA will pub-
lish a final rule that either authorizes 
use of the health claim or explains why 
the agency has decided not to author-
ize one. 

(ii) For cause, FDA may extend, no 
more than twice, the period in which it 
will publish a final rule; each such ex-
tension will be for no more than 90 
days. FDA will publish a notice of each 
extension in the FEDERAL REGISTER. 
The document will state the basis for 
the extension, the length of the exten-
sion, and the date by which the final 
rule will be published, which date shall 
be within 540 days of the date of receipt 
of the petition. 

[58 FR 2534, Jan. 6, 1993; 58 FR 17097, Apr. 1, 
1993, as amended at 59 FR 425, Jan. 4, 1994; 62 
FR 28232, May 22, 1997; 62 FR 40599, July 29, 
1997; 63 FR 26719, May 14, 1998; 63 FR 40024, 
July 27, 1998; 66 FR 56035, Nov. 6, 2001] 

§ 101.71 Health claims: claims not au-
thorized. 

Health claims not authorized for 
foods in conventional food form or for 
dietary supplements of vitamins, min-
erals, herbs, or other similar sub-
stances: 

(a) Dietary fiber and cardiovascular 
disease. 

(b) Zinc and immune function in the 
elderly. 

[58 FR 2534, Jan. 6, 1993, as amended at 58 FR 
2548, 2578, 2620, 2639, 2664, 2714, Jan. 6, 1993; 58 
FR 17100, Apr. 1, 1993; 59 FR 437, Jan. 4, 1994; 
65 FR 58918, Oct. 3, 2000] 

§ 101.72 Health claims: calcium and 
osteoporosis. 

(a) Relationship between calcium and 
osteoporosis. An inadequate calcium in-
take contributes to low peak bone 
mass and has been identified as one of 
many risk factors in the development 
of osteoporosis. Peak bone mass is the 
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total quantity of bone present at matu-
rity, and experts believe that it has the 
greatest bearing on whether a person 
will be at risk of developing 
osteoporosis and related bone fractures 
later in life. Another factor that influ-
ences total bone mass and suscepti-
bility to osteoporosis is the rate of 
bone loss after skeletal maturity. An 
adequate intake of calcium is thought 
to exert a positive effect during adoles-
cence and early adulthood in opti-
mizing the amount of bone that is laid 
down. However, the upper limit of peak 
bone mass is genetically determined. 
The mechanism through which an ade-
quate calcium intake and optimal peak 
bone mass reduce the risk of 
osteoporosis is thought to be as fol-
lows. All persons lose bone with age. 
Hence, those with higher bone mass at 
maturity take longer to reach the 
critically reduced mass at which bones 
can fracture easily. The rate of bone 
loss after skeletal maturity also influ-
ences the amount of bone present at 
old age and can influence an individ-
ual’s risk of developing osteoporosis. 
Maintenance of an adequate intake of 
calcium later in life is thought to be 
important in reducing the rate of bone 
loss particularly in the elderly and in 
women during the first decade fol-
lowing menopause. 

(b) Significance of calcium. Calcium in-
take is not the only recognized risk 
factor in the development of 
osteoporosis, a multifactorial bone dis-
ease. Other factors including a person’s 
sex, race, hormonal status, family his-
tory, body stature, level of exercise, 
general diet, and specific life style 
choices such as smoking and excess al-
cohol consumption affect the risk of 
osteoporosis. 

(1) Heredity and being female are two 
key factors identifying those individ-
uals at risk for the development of 
osteoporosis. Hereditary risk factors 
include race: Notably, Caucasians and 
Asians are characterized by low peak 
bone mass at maturity. Caucasian 
women, particularly those of northern 
European ancestry, experience the 
highest incidence of osteoporosis-re-
lated bone fracture. American women 
of African heritage are characterized 
by the highest peak bone mass and low-
est incidence of osteoporotic fracture, 

despite the fact that they have low cal-
cium intake. 

(2) Maintenance of an adequate in-
take of calcium throughout life is par-
ticularly important for a subpopula-
tion of individuals at greatest risk of 
developing osteoporosis and for whom 
adequate dietary calcium intake may 
have the most important beneficial ef-
fects on bone health. This target sub-
population includes adolescent and 
young adult Caucasian and Asian 
American women. 

(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 
calcium with a reduced risk of 
osteoporosis may be made on the label 
or labeling of a food described in para-
graph (c)(2)(ii) of this section, provided 
that: 

(A) The claim makes clear that ade-
quate calcium intake throughout life is 
not the only recognized risk factor in 
this multifactorial bone disease by list-
ing specific factors, including sex, race, 
and age that place persons at risk of 
developing osteoporosis and stating 
that an adequate level of exercise and a 
healthful diet are also needed; 

(B) The claim does not state or imply 
that the risk of osteoporosis is equally 
applicable to the general United States 
population. The claim shall identify 
the populations at particular risk for 
the development of osteoporosis. These 
populations include white (or the term 
‘‘Caucasian’’) women and Asian women 
in their bone forming years (approxi-
mately 11 to 35 years of age or the 
phrase ‘‘during teen or early adult 
years’’ may be used). The claim may 
also identify menopausal (or the term 
‘‘middle-aged’’) women, persons with a 
family history of the disease, and el-
derly (or ‘‘older’’) men and women as 
being at risk; 

(C) The claim states that adequate 
calcium intake throughout life is 
linked to reduced risk of osteoporosis 
through the mechanism of optimizing 
peak bone mass during adolescence and 
early adulthood. The phrase ‘‘build and 
maintain good bone health’’ may be 
used to convey the concept of opti-
mizing peak bone mass. When reference 
is made to persons with a family his-
tory of the disease, menopausal 
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women, and elderly men and women, 
the claim may also state that adequate 
calcium intake is linked to reduced 
risk of osteoporosis through the mech-
anism of slowing the rate of bone loss; 

(D) The claim does not attribute any 
degree of reduction in risk of 
osteoporosis to maintaining an ade-
quate calcium intake throughout life; 
and 

(E) The claim states that a total die-
tary intake greater than 200 percent of 
the recommended daily intake (2,000 
milligrams (mg) of calcium) has no fur-
ther known benefit to bone health. 
This requirement does not apply to 
foods that contain less than 40 percent 
of the recommended daily intake of 
1,000 mg of calcium per day or 400 mg of 
calcium per reference amount custom-
arily consumed as defined in § 101.12 (b) 
or per total daily recommended supple-
ment intake. 

(ii) Nature of the food. (A) The food 
shall meet or exceed the requirements 
for a ‘‘high’’ level of calcium as defined 
in § 101.54(b); 

(B) The calcium content of the prod-
uct shall be assimilable; 

(C) Dietary supplements shall meet 
the United States Pharmacopeia 
(U.S.P.) standards for disintegration 
and dissolution applicable to their 
component calcium salts, except that 
dietary supplements for which no 
U.S.P. standards exist shall exhibit ap-
propriate assimilability under the con-
ditions of use stated on the product 
label; 

(D) A food or total daily rec-
ommended supplement intake shall not 
contain more phosphorus than calcium 
on a weight per weight basis. 

(d) Optional information. (1) The claim 
may include information from para-
graphs (a) and (b) of this section. 

(2) The claim may include informa-
tion on the number of people in the 
United States who have osteoporosis. 
The sources of this information must 
be identified, and it must be current in-
formation from the National Center for 
Health Statistics, the National Insti-
tutes of Health, or ‘‘Dietary Guidelines 
for Americans.’’ 

(e) Model health claim. The following 
model health claims may be used in 
food labeling to describe the relation-
ship between calcium and osteoporosis: 

MODEL HEALTH CLAIM APPROPRIATE FOR 
MOST CONVENTIONAL FOODS: 

Regular exercise and a healthy diet with 
enough calcium helps teen and young adult 
white and Asian women maintain good bone 
health and may reduce their high risk of 
osteoporosis later in life. 

MODEL HEALTH CLAIM APPROPRIATE FOR 
FOODS EXCEPTIONALLY HIGH IN CALCIUM 
AND MOST CALCIUM SUPPLEMENTS: 

Regular exercise and a healthy diet with 
enough calcium helps teen and young adult 
white and Asian women maintain good bone 
health and may reduce their high risk of 
osteoporosis later in life. Adequate calcium 
intake is important, but daily intakes above 
about 2,000 mg are not likely to provide any 
additional benefit. 

[58 FR 2676, Jan. 6, 1993; 58 FR 17101, Apr. 1, 
1993; 62 FR 15342, Mar. 31, 1997] 

§ 101.73 Health claims: dietary lipids 
and cancer. 

(a) Relationship between fat and can-
cer. (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, alcohol con-
sumption, overweight and obesity, ul-
traviolet or ionizing radiation, expo-
sure to cancer-causing chemicals, and 
dietary factors. 

(2) Among dietary factors, the 
strongest positive association has been 
found between total fat intake and risk 
of some types of cancer. Based on the 
totality of the publicly available sci-
entific evidence, there is significant 
scientific agreement among experts, 
qualified by training and experience to 
evaluate such evidence, that diets high 
in total fat are associated with an in-
creased cancer risk. Research to date, 
although not conclusive, demonstrates 
that the total amount of fats, rather 
than any specific type of fat, is posi-
tively associated with cancer risk. The 
mechanism by which total fat affects 
cancer has not yet been established. 

(3) A question that has been the sub-
ject of considerable research is whether 
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