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Dr. Barbara Schneeman, Director

Office of Nutritional Products, Labeling and Dietary Supplements
Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20852-2367

Dear Dr. Schneeman:

I. Introduction

The Center for Science in the Public Interest (CSPI) urges you to take prompt
action to halt misleading trans-fat claims on foods that contain significant levels of
saturated fat. Those claims mislead consumers because such products, notwithstanding
the low level or absence of trans fat, still increase the risk of heart disease. Such products

are misbranded under sections 403(a) and 201(n) of the Federal Food, Drug and Cosmetic
Act (FDCA).

IL. Numerous Products that Contain Saturated Fat Make Misleading
Claims Concerning Trans Fat Content

On July 11, 2003, the Food and Drug Administration (FDA) withdrew sections of
a proposed rule concerning the definition of nutrient content claims for trans fat. 68 Fed.
Reg. 41434 (July 11, 2003). Simultaneously, FDA issued an Advance Notice of
Proposed Rulemaking (ANPR) soliciting information and data that could be used to
establish new nutrient content claims about trans fat. In that notice, FDA indicated that it
would consider exercising its enforcement discretion and permit such claims “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.” 68 Fed.
Reg. at 41509 (emphasis added).

In the aftermath of the decision to withdraw the proposed nutrient content claim
- rules for trans fat, numerous misleading labels have appeared: For example:

* Mrs. Smith’s Apple Pie: A prominent red banner over the brand name states

“Og trans fat per serving.” The product contains 7 grams of saturated fat per
serving. (Attachment A)



* Nestle Crunch Ice Cream Bars: A banner over the large-print word “Crunch”

states that there is “Og trans fat!” The product contains 11 grams of saturated fat
per serving. (Attachment B)

* Sara Lee Pumpkin Pie: The label states that the product has “zero Og transfat.”
(Attachment C)

* Mrs. Paul’s Crunchy Fish Fillets: A banner stating “0 grams trans fat per

serving” appears directly above the brand name. The product contains 5 grams of
saturated fat per serving. (Attachment D)

* Spectrum: Organic All Vegetable Shortening: A yellow highlighted banner
stating “O grams trans fat” appears on the front label. The product contains 6
grams of saturated fat per serving. (Attachment E)

The Daily Value for saturated fat is 20 grams. 21 C.F.R. § 101.9(c)(9). Thus, a product --
like all those noted above -- with 4g or more is considered “high” in saturated fat. 21
CFR. §101.54(b), 21 CF.R. § 101.13(h), 21 C.F.R. § 101.14(e)(3). The Nestle Crunch
Ice Cream Bars provide 55 percent of the Daily Value in a 62 gram bar!

Some manufacturers are misleadingly publicizing the absence of trans fat to ,
convince consumers that their products are healthful. However, “Og trans fat” claims on
products that contain excessive amounts of saturated fat mislead consumers by implying
that the food does not raise serum cholesterol levels or the risk of heart disease. In fact,
though, high levels of saturated fat in those foods do promote heart disease. Permitting
manufacturers to continue such labeling practices defrauds consumers.

Given that the FDA has withdrawn its original proposal and indicated that it
would permit nutrient content claims for trans fat only if they were not misleading, CSPI
- urges the Agency to halt the deceptive claims described above and any similar ones.

III.  Congress Empowered the Agency to Ban Certain Nutrition Claims
that are Misleading

Congress gave FDA explicit authority to prohibit claims where “the claim is
misleading in light of the level of another nutrient in the food.” FDCA § 403(r)(2)(A)(vi).
FDA has used this authority to limit “saturated fat free” claims to products that contain
less than 0.5 grams of saturated fat and 0.5 grams of trans fatty acids. 21 C.FR. §
101.62(c)(1). The Agency explained that:

It would be misleading for products that were labeled saturated fat free’ to
contain measurable amounts of trans fatty acid because consumers would expect

such products to be “free” of components that significantly raise serum
cholesterol.

58 Fed. Reg. 44020, 44027 (Aug. 18, 1993).



Similarly, consumers expect that a product labeled “no trans fat” is free of saturated fat.

Although FDA had initially proposed a 0.5 gram saturated fat limit for “trans fat
free” claims, that proposal was withdrawn because the FDA claimed that there was
“insufficient scientific information at this point in time to support a decision on
appropriate definitions” for claims relating to trans fat. 68 Fed. Reg. 42434, 41464 (July
11,2003). CSPI disagrees with that conclusion, especially given the new guidance
regarding trans fat intake provided by the 2005 Dietary Guidelines Advisory Committee
for the Dietary Guidelines for Americans and the FDA Food Advisory Committee’s
opinion that on a gram-for-gram basis trans fat is more harmful than saturated fat.! There
is no scientific uncertainty that the amounts of saturated fat in the products discussed

above are unhealthful, that the labeling is deceptive, and that the “0 trans fat” claims for
such products should be halted.

Sincerely,

, : i
s Michael F. Jacobson!
Executive Director

Enclosures

cc:

Felicia Billingsly

Margaret Glavin

Directors of Regional Offices

! Nutrition Subcommittee of the Food Advisory Committee, Center for Food Safety and Applied Nutrition,
Summary Minutes April 27 & 28, 2004.
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R Nutrition Amourt Per Serving % Daily Value* Amount Per Serving % Baity Valve* .Pme"nlnmi% Valudes_ I‘a/m tllased s 2 1?0?1 _ . QuALTTY ‘GU‘ARM{[‘E_E'& -
tS s ——— e ea——— - c3lorie digl. Your daily values may be higher “yﬂu a[el’lﬂtcomﬂ eteysﬂ ‘§ ie is
IS:earV(i:ng Size Total Fat 159 23% Total Carb 189 §% | or lower depending on‘your calorie needs. o duct, please contact us with the reason,
1 Bar (620) Saurated Fat 11 57% Dietary Fiber0g 0% G L0 5 : he UPC Bar Code, and the code numbers
} Servings Per Trans Fat 0g Sugars 159 E‘?{ b ' to 'l'ﬁiﬁ %%.?0 I " fromiheside panelofthis carton, We il
Container: 8 Cholesterol 15mg 6% Protein 2g Chatesterd t:‘sz‘m:‘r“ 3 ibomg 2 k0mg S pladly repl;ceyourgurchase.
—_— Total Carbohydrate 3009 3159 . - il - .

ey

Calories 220 - :
Calories from Fat 130 Sodium S5mg 2% Dretary Fiber % 30

Sodium 55MG o e
Vitamin A 0% + Vitamin C 0% ¢ Calcium 6% ¢ tron 0% )
{NGREDIENTS: MILKFAT AND NONFAT bLK, COATING (CO-  POWDER, STABILIZER (MONO- DIGLYCERIDES, GUAR GUM, CALCIUM SULFATE, CELLU- KEEP FROZEN UNTILSERVED.
+ CONUT OIL, SUGAR, PALM OiL, CHOCOLATE, REDUGED L0SE GUM, CARRAGEENAN), NATURAL AND ARTIFICIAL FLAVOR, ANNATIOCOLOR. - INNER UNITSNOT LABELED FOR
) {AINERALS WHEY, MILK, SOV LECITHIN, ARTIFICIAL g1 LERGY INFORMATION: MANUFACTURED O SHARED EQUIPMENT WITH PRODUCTS  RETAILSALE
VANILLA FLAVOR), SUGAR, CORN SYRUP, CRISPED RICE “THAT CONTAIN PEANUT {NGREDIENTS. S -
| - (ICE FLOUR, MALT EXTRACT, SUGAR, SALT). WHEY - pycygiauneD BY: DREVER' GAANDICE CREAM, THC. ' T :
b s £029 COLLEGE AVENUE, OAKLAND, CA 846181391 - )
' TRADEMARKS REPRODUCED UNDER LICENSE. = - , ‘ 7255411021
Visit us at www.lcecream.com. : AT .
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Attachment C

: Nutrltlon Facts
B8 Serving Size 1/8 pie (131g)
Servings Per Container 8
“Amount Per Serving

] Calaries 260

Calories from Fat 90

) Cholesterol o 1o
¥ Sodium 320mg 13%
} Total Carhohydrate 399 13%

Dietary Fiber 2g %
Sugars 20g

 Proteindg

1 Vitamin A 50% * VitaminG_0%
f Calcum. 6% lron 8%

e
[ *Percent Daﬂy Values are based on a 2,000
i calorle di

Your daily values may be Moher
deponqu on your uiorh needs:

j et
B Calories pe!
E:t‘}; P eatoonydrati4 - Proten 4
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Nutrition Facts
Serving Size 2 Fillets (1069)
Servings Per Container 5

‘5'.’" 0 LE Lt
Amount Per Serving

Amount Per Serving
Calories 250 Calories from Fal 12

o, Daily Value®
Total Fat 149 21%

Saturated Fat 59 24%
Trans fFat 0g

Cholesterol 25mg

Sodium 470mg

Total Carbohydrate 199 6
Dietary Fiber less than 1g 4%
Sugars 39

ougatboy
Protein 99

Vitamin AQ% e Vit
Calcium 2% e lron 2%

“percent Daily Values are based on 2 2,000
calorie diet. Your daily values may be higher
or lower depending on youf calorie needs.

Calories: 2,000 2,500
Total Fat Less than 659 80g
Saturated Fat Less than 209 259
Cholesterol  Less than 300mg  300mg
Sodium Less than 2.400mg 2.400mg
Total Carbohydrate 300g 3759

NGREDIENTS
ODIUM =T

FISH MISTURE) B
LOUR, SUGAR

QOILWITHTBHO
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Calories from Fat 1

,
=)

% Daily Value*

Total Fat 13

. - Saturated Fat 6g
Trans Fat Og

Cholesterol Om '

o
®

Polyunsaturated Fat 2

onounsaturated Fat

Sodium Om :

(=]
l

Potassium Om '

Q
l

Total Carbohydrates 0g

o
R

Fiber 0

I

Sugars 0

Protein Og

Vitamin A 0%

Vitamin C 0%

Calcium 0%

lron 0%

* Percent Daily Values are based on a 2,000-calorie diet.
1 Daily Value not established.
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