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maintenance costs of $51,616,000 based
on maximum estimated relabeling costs
of $34 million, all of which will be
incurred in the first year; annualized
analytical costs of $13.2 million; and
labor and overhead costs of $4.616
million for the first year. The agency
believes that these costs will decrease
significantly over succeeding years. The
agency does not believe that this
proposed regulation requires capital
costs on the part of respondents.

The agency has submitted copies of
the proposed rule to OMB for its review
of these requirements. Interested
persons are requested to send comments
regarding information collection by
Janaury 29, 1996, but not later than
February 26, 1996 to the Office of
Information and Regulatory Affairs,
OMB, New Executive Office Building,
rm. 10235, Washington, DC 20503,
ATTN: Desk Officer for FDA.

IX. Effective Date

FDA is proposing to make this
regulation effective on January 1, 1997.
This date is consistent with section 7(e)
of the DSHEA, which states that dietary
supplements must be labeled in
accordance with its provisions after
December 31, 1996.

X. Comments

Interested persons may, on or before
March 13, 1996 submit to the Dockets
Management Branch (address above)
written comments regarding this
proposal. Two copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday.
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List of Subjects in 21 CFR Part 101

Food labeling, Nutrition, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 101 be amended as follows:

PART 101—FOOD LABELING

1. The authority citation for 21 CFR
part 101 is revised to read as follows:

Authority: Secs. 4, 5, 6 of the Fair
Packaging and Labeling Act (15 U.S.C. 1453,
1454, 1455); secs. 201, 301, 402, 403, 409,
501, 502, 505, 701 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321, 331, 342,
343, 348, 351, 352, 355, 371).

1. Section 101.2 is amended by
revising paragraphs (b), (d)(1), and (f) to
read as follows:

§101.2 Information panel of package form
food.
* * * * *

(b) All information required to appear
on the label of any package of food
pursuant to §8101.4, 101.5, 101.8,
101.9, 101.13, 101.17, 101.36, subpart D
of part 101, and part 105 of this chapter
shall appear either on the principal
display panel or on the information
panel, unless otherwise specified by
regulations in this chapter.

* * * * *

(d)(1) Except as provided by
§101.9(j)(13) and (j)(17) and
§101.36(i)(2) and (i)(5), all information
required to appear on the principal
display panel or on the information
panel under this section shall appear on
the same panel unless there is
insufficient space. In determining the
sufficiency of the available space,
except as provided by §101.9(j)(17) and
§101.36(i)(5), any vignettes, designs,
and other nonmandatory label
information shall not be considered. If
there is insufficient space for all of this
information to appear on a single panel,
it may be divided between these two
panels except that the information
required under any given section or part
shall all appear on the same panel. A
food whose label is required to bear the
ingredient statement on the principal
display panel may bear all other
information specified in paragraph (b) of
this section on the information panel.

* * * * *

(f) If the label of any package of food
is too small to accommodate all of the
information required by 88101.4, 101.5,
101.8,101.9,101.13, 101.17, 101.36,
subpart D of part 101, and part 105 of
this chapter, the Commissioner may
establish by regulation an acceptable
alternative method of disseminating
such information to the public, e.g., a
type size smaller than one-sixteenth
inch in height, or labeling attached to or
inserted in the package or available at
the point of purchase. A petition
requesting such a regulation, as an
amendment to this paragraph, shall be
submitted under part 10 of this chapter.

2. Section 101.3 is amended by
adding new paragraph (g) to read as
follows:

§101.3 Identity labeling of food in
packaged form.
* * * * *

(9) When a food is marketed as a
dietary supplement, the label shall bear
the term “dietary supplement’ as a part
of the statement of identity in



