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FDA'’s Trans Fats Labeling Regulation is Now Effective

On January 1, 2006, a new Food and Drug Administration (“FDA”)
regulation on frans fat nutrition labeling (the “New Regulation”) became
effective. The New Regulation requires that the amount of trans fat in a
serving be declared on the nutrition label of conventional foods and dietary
supplement. This advisory will provide: (1) background information to
understand the scope and content of the New Regulation, (2) a summary of
the new labeling requirement, (3) permissibility of claims regarding frans fat
under the New Regulation, and (4) exceptions from the New Regulation.

A. Background Information’

Trans fat can be found in

i ?
1. What is trans fat? vegetable shorienings, some

FDA's regulatory chemical definition for trans fat is “all unsaturated fatty margarines, crackers, candies,
acids that contain one or more isolated (i.e., nonconjugated) double bonds cookies, snack foods, fried
in a trans configuration.” Under the definition, conjugated linoleic acid would foods, baked goods, and

be excluded from the definition of trans fat. Trans fatis typically formed when
hydrogen is added to vegetable oil. This process is called “hydrogenation”
and increases the shelf life and flavor stability of foods. However, trans
fat behaves like saturated fat by raising low-density lipoprotein cholesterol vegetable oils.
(“bad cholesterol”) that increases the risk of coronary heart disease. Thus,
FDA requires that the amount of frans fat be provided in nutrition labeling to
help consumers limit their intake and maintain healthy dietary practices.?

other processed foods made

with partially hydrogenated

2. What foods include trans fat?

Trans fat can be found in vegetable shortenings, some margarines,
crackers, candies, cookies, snack foods, fried foods, baked goods, and
other processed foods made with partially hydrogenated vegetable oils.
However, small amounts of naturally occurring frans fat can be found
in some animal products. Some dietary supplements (e.g., energy and
nutrition bars) also contain trans fat.

' More background information is available at http://www.cfsan.fda.gov/~dms/gatrans?2.
html. (Questions and Answers about Trans Fat Nutrition Labeling March 3, 2003, updated
January 1, 2006.)
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Guidance for Industry - Food Labeling: Trans Fatty Acids in Nutrition Labeling, Nutrient
Content Claims, and Health Claims. Small Entity Compliance Guide August 20, 2003
http:// www.cfsan.fda.gov/~dms/transgui.html .(Why is FDA requiring that trans fatty acids
be listed in nutrition labeling?)
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B. Summary of Trans Fat Labeling Requirements?
1. How to declare the amount of trans fat?

The New Regulation requires the mandatory declaration of the
amount of trans fat present in foods and dietary supplements.* The
amount of frans fat in a serving must be listed on a separate line
immediately under saturated fat. Like that of saturated fat, declaration
of trans fat is to be indented and separated by a hairline from the
declarations above and below it, for emphasis.® However, because
FDA considers that the scientific evidence is not sufficient to support
the establishment of a Daily Value (“DV”) for trans fat, and a %DV
for trans fat cannot be calculated, trans fat shall be listed with only
a gram amount without a %DV.® The figure to the right is a sample
nutrition label where trans fat is properly declared.

Manufacturers are free to use color bars or other graphics on the
product label outside of the Nutrition Facts panel to illustrate the
kinds of fatty acids in their products, provided that such information
is not misleading and that the panel itself is in compliance with the
New Regulation.

2. Method of declaration is different depending on the amount
of trans fat.

Trans fat content per serving must be expressed to the nearest gram
increment if itis above 5 grams, and to the nearest 0.5 gram increment
if it is below 5 grams (and more than 0.5 gram).” For conventional
food products (those food products other than dietary supplements),
if trans fat content per serving is less than 0.5 gram, the content,
when declared, shall be expressed as “0 g.” If total fat per serving
is less than 0.5 gram and no claims are made about fat, fatty acid or
cholesterol content, declaration of frans fat content is not required.
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More details about the New Regulation are available at http://www.cfsan.fda.gov/~Ird/
fr03711a.html. (Trans Fatty Acids in Nutrition Labeling, Nutrient Content Claims, and Health
Claims Final Rule July 11, 2003.)

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.html| P.41436.

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.htm| P.41457.

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.htm| P.41456-41457; Questions and
Answers about Trans Fat Nutrition Labeling March 3, 2003, January 1, 2006, http://www.
cfsan.fda.gov/~dms/gatrans2.html#s3g5. (Q: Why is there no %DV for trans fat?)

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.html| P.41457.

Final Rule htip://www.cfsan.fda.gov/~Ird/fr03711a.htm!| P. 41502; Guidance for
Industry - Food Labeling: Trans Fatty Acids in Nutrition Labeling, Nutrient Content
Claims, and Health Claims. Small Entity Compliance Guide August 20, 2003,
http://www.cfsan.fda.gov/~dms/transqui.html. (How should trans fatty acids be listed?)

Nutrition Facts
Serving Size 1 cup (228g)

Servings Per Container 2
|
Amount Por Sarving

Calorles 260 Calorias from Fat 120

. % Dably Valua®

Total Fat 139 20%

Saturaled Fat 5g 25%
Trans Fal 2g

Cholesterol 30my 10%

Sodium 660mg 28%

Total Carbohydrate 31g 10%

Digtary Fiber 0g 0%
Sugars 59

Proteln 5ﬁ

Vitamin A 4% - Vilamin C 2%

Calcium 15% L] Iron 4%

* Percent Daily Values are based on a 2,000 calorin diet,
Your Daily Values may be higher of lower depending on
o calone neads:

Caloriag: 2000 2500

Todal Fat Less than 85g Bog
Sat Fatl Lesathan  20g 253

Chelastgm| Less than  300mg 00mg

Sodum Leas than  2400mg  2.400myg

Total Carbotiydrabe 009 3759
Dictary Fiber 25g g

Calorias per gram:

Fal * Carbohydrats 4 .. Protain 4
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When the declaration of trans fat
content is not required and, as a
result, not declared, the statement
“Not a significant source of trans
far” shall be placed at the bottom of

the table of nutrient values.

When the declaration of trans fat content is not required and, as a
result, not declared, the statement “Not a significant source of trans
fat” shall be placed at the bottom of the table of nutrient values.
Regarding dietary supplements, however, when the amount of trans
fatis less than 0.5 gram per serving, trans fat must not be listed.® The
following list will help to understand how to declare trans fat contents
depending on its amount and difference of foods (i.e., conventional

food or dietary supplement).

Content per serving
of trans fat = X gram

Conventional food
(Nutrition Facts panel
is required)

Dietary supplements
(Supplement Facts
panel is required)

X >5 grams

5 grams > X > 0.5 gram

Trans fat content must be declared to the nearest

gram increment.

Trans fat content must be declared to the nearest

0.5 gram increment.

0.5 gram > X; AND

Total fat per serving
>/= 0.5 gram

Trans fat content must be
declared as “0g” on the
Nutrition Facts panel.

0.5 gram > X; AND

Total fat per serving <
0.5 gram

Two labeling choices:

(a) Trans fat content must
be declared as “0g” on

Trans fat must

not be listed on the
Supplement Facts
panel. (Amounts

of “0g” or “Not a
significant source of
trans fat” statements
are not allowed.)

the Nutrition Facts panel;
OR

(b) “0g” declaration is not
required IF:

(i) No claims are made
about fat, fatty acid or
cholesterol content;
AND

(i) “Not a significant
source of trans fat”
is expressed at the
bottom of the table of
nutrient value.

° Guidance for Industry - Food Labeling: Trans Fatty Acids in Nutrition Labeling, Nutrient
Content Claims, and Health Claims. Small Entity Compliance Guide August 20, 2003,
http://www.cfsan.fda.gov/~dms/transqui.html. (If a serving contains less than 0.5 gram of
trans fat, when would “0 g” of frans fat not have to be declared?)
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C. Permissibility of Claims on Trans Fat'
1. No rule has been established for claims on trans fat.

Nutrient content claims are statements that are made on the food
label package that indicate that the product contains a range from
low to high of the amount of a specific nutrient (e.g., “Low Fat” and
“High in Fiber”)." Such claims are permitted for saturated fat and
cholesterol.”> However, FDA has decided, until the agency receives
more information, to refuse to offer any regulatory provisions regarding
the establishment of a definition of “trans fat free,” “reduced trans fat,”
and “reduced saturated fat and trans fat” claims on product labels.
FDA has expressed concern that the level of scientific evidence does
not currently support the establishment of an appropriate reference
value for daily consumption of trans fat from which the agency
could derive a DV for trans fat. It is also concerned about potentially
misleading claims by high-fat products that imply health due to low
quantities of frans fat but possess higher levels of other saturated and
unsaturated fats. FDA also noted that if a company wants to make
a statement about the fat content of a product that is demonstrably
true, balanced, adequately substantiated, and not misleading, FDA
would have to consider whether to exercise its enforcement discretion
to allow the claims.

2. FDA solicited information for proposed rulemaking.

In order to help draft a proposed rule on claims and footnotes, in
July 2003 FDA issued an advance notice of proposed rulemaking
(“ANPR”) soliciting the following information:®

More details about the discussion by FDA on permissibility of claims for frans fat is available
at http://www.cfsan.fda.gov/~Ird/fr03711b.html. (Trans Fatty Acids in Nutrition Labeling:
Consumer Research to Consider Nutrient Content and Health Claims and Possible Footnote
or Disclosure Statements Federal Register Advance Notice of Proposed Rulemaking July
11, 2003.)

Questions and Answers about Trans Fat Nutrition Labeling March 3, 2003, January 1,
20086, http://www.cfsan.fda.gov/~dms/qatrans2.html#s3g5. (Q: What about nutrient content
claims for trans fat?)

Id.

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.html.

Trans Fatty Acids in Nutrition Labeling: Consumer Research to Consider Nutrient Content
and Health Claims and Possible Footnote or Disclosure Statements Federal Register
Advance Notice of Proposed Rulemaking July 11, 2003, htip://www.cfsan.fda.gov/~Ird/
fr03711b.html.

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.html P.41465.

FDA has decided, until the agency
recetves more information, to refuse
to offer any regulatory provisions
regarding the establishment of
a definition of “trans fat free,”
“reduced trans fat,” and “reduced
saturated fat and trans fat” claims

on product labels.
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Products entering interstate
commerce on or after
January 1, 2006, (the “Effective
Date”) are subject to the trans far
labeling requirement under the

New Regulation.

. information that potentially could be used to establish new
nutrient content claims about trans fat;

. information that potentially could be used to establish qualifying
criteria for frans fat in current nutrient content claims for saturated
fat and cholesterol, lean and extra lean claims, and health claims
that contain a message about cholesterol raising fats;

. information that potentially could be used to establish
disclosure and disqualifying criteria to help consumers make
heart-healthy food choices; and

. comments on whether to consider statements about frans
fat, either alone or in combination with saturated fat and
cholesterol, as a footnote in the Nutrition Facts panel or as a
disclosure statement in conjunction with claims to enhance
consumers’ understanding about (1) such cholesterol-raising
lipids and (2) how to use the information to make healthy
food choices."®

The comment period for ANPR has been closed since June 2004. *
Proposed rule on claims and footnotes may appear before long.

D. Exception to Effective Date

Products entering interstate commerce on or after January 1, 2006,
(the “Effective Date”) are subject to the trans fat labeling requirement
under the New Regulation.’® However, FDA may exercise enforcement
discretion to firms permitting their use of existing label stock that does
not declare trans fats even after the Effective Date.” FDA describes
this enforcement discretion process and what information is expected
of firms in guidance issued in 2005.2° Conditions for the exercise of
enforcement discretion include, for example, that the labels of the

20

Trans Fatty Acids in Nutrition Labeling: Consumer Research to Consider Nutrient Content
and Health Claims and Possible Footnote or Disclosure Statements Federal Register
Advance Notice of Proposed Rulemaking July 11, 2003, http://www.cfsan.fda.gov/~Ird/
fr03711b.html P.41507.

Comment Period extended April 19, 2004, http://www.cfsan.fda.gov/~Ird/fr040419.html
P.20838.

Final Rule http://www.cfsan.fda.gov/~Ird/fr03711a.htm| P.41466.

Questions and Answers about Trans Fat Nutrition Labeling March 3, 2003, January 1,
2006 ,http://www.cfsan.fda.gov/~dms/gatrans2.html#s3g5. (Q: It is after January 1, 2006.
Why do some products not declare trans fat on their labels?)

This guidance is available at http://www.cfsan.fda.gov/~dms/transgu3.html. (Guidance for
Industry and FDA: Requesting an Extension to Use Existing Label Stock after the Trans
Fat Labeling Effective Date of January 1, 2006 (Revised) December 30, 2005.)
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products do not bear any statements about frans fat and that the
amount of frans fat in the products is 0.5 gram or less per serving.?'
FDA anticipates the time period during which enforcement discretion
is exercised to be no longer than 12 months beginning from the
date when the agency issues a letter permitting such treatment to
a firm.

21 Guidance for Industry and FDA: Requesting an Extension to Use Existing Label Stock after
the Trans Fat Labeling Effective Date of January 1, 2006, (Revised) http://www.cfsan.fda.
gov/~dms/transqu3.html P. 5.

FDA anticipates the time period
during which the exceptional
treatment is applied to be no longer
than 12 months beginning from the
date when the agency issues a letter
permitting such treatment

to a firm.
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This Life Sciences Advisory is published by Alston & Bird to provide a summary of
significant developments to our clients and friends. Itis intended to be informational
and does not constitute legal advice regarding any specific situation. This material
may also be considered advertising under the applicable court rules. If you have
any questions or would like additional information, please contact the authors, any
member of the Alston & Bird Life Sciences Group or your Alston & Bird attorney.
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