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SUMMARY: The Food and Drug Administration (FDA) is amending its labeling
regulation authorizing a health claim on the relationship between calcium and
a reduced risk of osteoporosis to include vitamin D so that, in addition to the
claim for calcium and osteoporosis, an additional claim can be made for
calcium and vitamin D and osteoporosis; eliminate the requirement that the
claim list sex, race, and age as specific risk factors for the development of
osteoporosis; eliminate the requirement that the claim does not state or imply
that the risk of osteoporosis is equally applicable to the general U.S.
population, and that the claim identify the populations at particular risk for
the development of osteoporosis; eliminate the requirement that the claim
identify the mechanism by which calcium reduces the risk of osteoporosis and
instead make it optional; eliminate the requirement that the claim include a
statement that a total dietary intake greater than 200 percent of the
recommended daily intake (2,000 milligrams (mg) of calcium) has no further
benefit to bone health when the food contains 400 mg or more of calcium per

reference amount customarily consumed or per total daily recommended
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with the largest net benefit arising from Option 4, the final rule. With Option
4, the largest number of products and labels would change, leading to the

largest reduction in the risk of osteoporosis.
TABLE 3.—SUMMARY OF EFFECTS OF OPTIONS

Effect v Largest Effect Smallest Effect
Encouraging producer use of the claims Option 4 Option 1
Encouraging fortification Option 4 Option 1
Informing consumers Option 4 Option 1
Informing consumers who do not buy dairy products about altemative food sources for vitamin D Option 4 Option 1

B. Small Entity Analysis (or Initial Regulatory Flexibility Analysis]

FDA has examined the economic implications of this final rule as required
by the Regulatory Flexibility Act (5 U.S.C. 601-612). If a rule has a significant
economic impact on a substantial number of small entities, the Regulatory
Flexibility Act requires agencies to analyze regulatory options that would
lessen the economic effect of the rule on small entities consistent with
statutory objectives. FDA does not believe that this final rule will have a
significant economic impact on a substantial number of small entities because
the only mandatory costs of this rule are the costs to update the current
wording of the calcium and osteoporosis health claim for manufacturers of
products that currently make the claim and wish to continﬁe doing so. Also
previously mentioned, FDA’s 2001 Food Label and Package Survey showed
only 1 out of 87 shelf-stable juice products surveyed bore the current calcium
and osteoporosis health claim while none of the 10 milk products surveyed
bore the claim. This implies that not many products eligible to bear the current
claim would need to be re-labeled as a result of this final rule.

In addition, FDA establishes uniform compliance dates for final food
labeling regulations in 2-year intervals. Therefore, companies whose products

currently make the calcium and osteoporosis health claim and wish to
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continue doing so will have between 1 and 2 years to use existing label
inventory and expense the costs of designing revised labeling. FDA estimates
that on average, the cost to re-label a product according to the revised health
claim language will be $7,900 to $16,600 per product if the compliance period
is 12 months; and $6,100 to $13,600 per product if the compliance period is
24 months. In the calcium and vitamin D proposed rule, FDA requested
comments on whether the rule would have a significant impact on a substantial
number of small entities. FDA received no comments on the issue of significant
impacts on any size business. Manufacturers that wish to begin using the
revised calcium and osteoporosis health claim or the new calcium, vitamin
D, and osteoporosis health claim will only do so if the benefits of labeling
their products to inform consumers of the c]aim'outweigh the costs of doing

SO.
IV. Environmental Impact

FDA has determined under 21 CFR 25.32(p) that this action is of a type
that does not individually or cumljlatively have a significant effect on the
human environment. Therefore, neither an environmental assessment nor an
environmental impact statement is required.
V. Paperwork Reduction Act

FDA concludes that the labeling provisions of this final rule are not subject
to review by the Office of Management and Budget because they do not
constitute a “collection of information”” under the Paperwork Reduction Act
of 1995 (44 U.S.C. 3501-3520). Rather, the food labeling health claims on the
association between calcium and osteoporosis or calcium, vitamin D, and
osteoporosis is a ‘‘public disclosure of information originally supplied by the
Federal Government to the recipient for the purpose of disclosure to the

public.” (5 CFR 1320.3(c)(2)).
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VI. Federalism
FDA has analyzed this final rule in accordance with the principles set
forth in Executive Order 13132. FDA has determined that the rule will have
a preemptive effect on State law. Section 4(a) of the Executive Order requires
_agencies to “construe * * * a Federal statute to preempt State law only where
the statute contains an express preemption provision or there is some other
clear evidence that the Congress intended preemption of State law, or where
the exercise of State authority conflicts with the exercise of Federal authority
under the Fedéra] statute.” Section 403A of the act (21 U.S.C. 343-1) is an
. express preempfion provision. Section 403A[a)[5] of the act (21 U.S.C. 343-
1(a)(5)) provides that: “* * * no State or political subdivision of a State may
. directly or indirectly establish under any authority or continue in effect as to
any food in interstate commerce—* * * (5) any requirement respecting any
claim of the type described in section 403(r)(1) made in the label or labeling

of food that is not identical to the requirement of section 403(r) * * *.”

This final rule amends the existing food labeling regulations on health
claims for calcium and osteoporosis. Alihough this rule has a preemptive effect
in that it precludes States from issuing any health claim labeling requirements
for calcium and osteoporosis or calcium, vitamin D, and osteoporosis that are
not identical to those required by this final rule, this preemptive effect is
consistent with what Congress set forth in section 403A of the act. Section
403A(a)(5) of the act displaces both State legislative requirements and State
common law duties. Riegel v. Medtronic, 128 S. Ct. 999 (2008).

" FDA believes that the preemptive effect of the final rule is consistent with
Executive Order 13132. Section 4(e) of the Executive order provides that

“when an agency proposes to act through adjudication or rulemaking to
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preempt State law, the agency shall provide all affected State and local officials
notice and an opportunity for appropriate participation in the proceedings.””
On February 17, 2006, FDA’s Division of Federal and State Relations provided
notice by fax énd e-mail transmission to State health commissioners, State
agriculture commissioners, food program directors, and drug program directors
as well as FDA field personnel, of FDA’s intended amendments to the calcium
and osteoporosis health claim (21 CFR 101.72). FDA received no comments

in response to this notice.

In addition, the agency sought input from all stakeholders through
publication of the proposed rule in the Federal Register on January 5, 2007
(72 FR 497). FDA received no comments from any States on the proposed
rulemaking.

In conclusion, the agency believes that it has complied with all of the
applicable requirements under the Executive order and has determined that
the preerﬁptive effects of this rule are consistent with Executive Order 13132.
VII. References
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between 9 a.m. and 4 p.m., Monday through Friday. (FDA has verified the Web
site addresses, but FDA is not responsible for any subsequent changes to the
Web sites after this document publishes in the Federal Register.)
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List of Subjects in 21 CFR Part 101

Food labeling, Nutrition, Reporting and recordkeeping requirements.
m Therefore, under the Federal Food, Drug, and Cosmetic Act and under
authority delegated to the Commissioner of Food and Drugs, 21 CFR part 101

is amended to read as follows:

PART 101—FOOD LABELING

® 1. The authority citation for 21 CFR part 101 continues to read as follows:

Authority: 15 U.S.C. 1453, 1454, 1455; 21 U.S.C. 321, 331, 342, 343, 348, 371;

42 U.S.C. 243, 264, 271.

m 2. Section 101.72 isrevised to read as follows:
§101.72 Health claims: calcium, vitémin D, and osteoporosis.

(a) Relationship between calcium, vitamin D, and osteoporosis. An
inadequate intake of calcium or calcium and vitamin D contributes to low peak
bone mass, which has been identified as one of many risk factors in the
development of osteoporosis. Peak bone mass is the total quantity of bone
present at maturity, 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 influences total bone mass and
susceptibility to osteoporosis is the rate of bone loss after skeletal maturity.
Vitamin D is required for normal absorption of calcium and to prevent the
occurrence of high serum parathyroid hormone (PTH) concentration, which

stimulates mobilization of calcium from the skeleton and can lower bone mass.
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Calcium, along with vitamin D and several other nutrients, is required for
normal bone mineralization. While vitamin D is required for optimal bone
mineralization, it is more effective when calcium intake is adequate. An
adequate intake of calcium and vitamin D is thought to exert a positive effect
during adolescence and early adulthood in optimizing the amount of bone that
is laid down. However, the upper limit of peak bone mass is genetically
determined. The mechanism through which adequate intakes of calcium and
vitamin D and optimal peak bone mass reduce the risk of osteoporosis is
thought to be as follows. 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 influences the amount of bone present at old age and can influence an
individual’s risk of developing osteoporosis. Maintenance of adequéte intakes
of calcium and vitamin D later in life is thought to be impdrtant in reducing
the rate of bone loss particularly in the elderly and in women during the first
‘decade following menopause, but é significant protective effect is also seen
among men and younger women.

(b) Significance of calcium or ca]ciuﬁ and vitamin D. Adequate calcium
intake, or adequate calcium and vitamin D intake, is not the only recognized
risk factor in the development of osteoporosis, which is a multifactorial bone
disease. Maintenance of adequate calcium and vitamin D intakes throughout
life is necessary to achieve optimal peak bone mass and to reduce the risk
of osteoporosis in later life. However, vitamin D is most effective in this regard
when calcium intake is adequate. Increasing intake of calcium has been shown

to have beneficial effects on bone health independent of dietary vitamin D.

(c) 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 calcium or, when appropriate, calcium and vitamin D with a
reduced risk of osteoporosis may be made on the label or labeling of a.food
described in paragraphs (c)(2)(ii) and (d)(1) of this section, provided that:

(A) The claim makes clear the importance of adequate calcium intake, or
when appropriate, adequate calcium and vitamin D intake, throughout life, in
a healthful diet, are essential to reduce osteoporosis risk. The claim does not
imply that adequate calcium intake, or when appropriate, adequate calcium
and vitamin D intake, is the only recognized risk factor for the development
of osteoporosis;

(B) The claim does not attribute any degree of reduction in risk of
osteoporosis-to maintaining an adequate dietary calcium intake, or when
appropriate, an adequate dietary calcium and vitamin D intake, throughout life.

(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 product shall be assimilable;

(C) Dietary supplements shall meet the United States Pharmacopeia (USP)
standards for disintegration and dissolution applicable to their cbrhponent
calcium salts, except that dietary supplements for which no USP standards
exist shall exhibit appropriate assimilability under the conditions of use stated
on the product label;

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

(d) Optional information. (1) The claim may include the term “‘vitamin
D” if the food meets or exceeds the requirements for a “high” level of vitamin

D as defined in § 101.54(b);
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(2) The claim may include information from paragraphs (a) and (b) of this
section.

(3) The claim may make reference to physical activity.

(4) The claim may include information on the number of people in the
United States, including the number of people in certain subpopulations in
the United States, who have osteoporosis or low bone density. The sources
of this information must be identified, and it must be current information from
the National Center for Health Statistics, the National Institutes of Health, or
the National Osteoporosis Foundation.

(5) The claim may state that the role of adequate calcium intake, or when
appropriate, the role of adequate calcium and vitamin D 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 optimizing peak bone mass. The claim may also state that adequate
intake of calcium, or when appropriate, adequate intake of calcium and
vitamin D, is linked to reduced risk of osteopdrosis through the mechanism
of slowing the rate of bone loss for persons with a family history of the disease,

post-menopausal women, and elderly men and women.

(e) Model health claims. The following model health claims may be used
in food labeling to describe the relationship between calcium and osteoporosis:
Adequate calcium throughout life, as part of a well-balanced diet, may reduce
the risk of osteoporosis.

Adequate calcium as part of a healthful diet, along with physical activity, may

reduce the risk of osteoporosis in later life.
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(f) Model additional health claims for calcium and vitamin D. The
following model health claims may be used in food labeling to describe the
relationship between calcium, vitamin D, and osteoporosis:
Adequate calcium and vitamin D throughout life, as part of a well-balanced
diet, may reduce the risk of osteoporosis.
Adequate calcium and vitamin D as part of a healthful diet, along with physical

activity, may reduce the risk of osteoporosis in later life.
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