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Dear Commissioner Hamburg:

The Center for Science in the Public Interest (CSPI) is encouraged by the respons-
os that the Food and Drug Administration (FDA) has received to the 17 warning letters
that it sent to companies in February 2010 regarding a variety of food labeling viola-
fons. CSPI's review found that about 75 percent of those companies have corrected
their labeling.' Because issuing warning letters to companies whose products displayed
misleading labels resulted in provoking timely adherence to FDA regulations, CSPI
urges FDA to target - dditional violations, particularly those that have a significant im-
pact on public health, by using this successful strategy. Accordingly, we are submitting
this letter as a recommendation that FDA focus its resources on what we believe to be
one of the most common types of deceptive labeling — misleading whole grain claims.

We remind FDA that this is not a new issue. In 1993, then-Commissioner David
Kessler? assured us that FDA would act on CSPI's 1993 whole wheat petition,” saying
that the agency would take action on whole wheat claims.”

N

| Gerber, one of the companies, that received a warning letter regarding its usage of nu-
trient content claims on products for children under 2 years of age, has only made par-
tial changes. Gerber Graduates Puffs no longer say “good source of iron, zinc, and vit-
amin E.” However there still are “Nutra Protect” blocks on the principal display panel
with the symbols for zinc, iron and vitamin E. Gerber has changed its 2nd Food Carrots
label from stating “no added sugar” to “no added salt.” In addition, Gerber changed the
word “healthy” to “as healthy as fresh” but the label still claims that the productis a
good source of vitamin A.

2 Dr. Kessler currently serves on CSPI's Board of Directors.

3 CSPI Petition to Prohibit Misbranding of Whole Wheat Products and to Promulgate
Food Labeling Regulations Concerning Products Made with Whole Wheat, Docket No.
93P-0227 (Jun. 25, 1993). That petition is still pending.

1220 L Street, N'W, Suite 300 = Washingion DC 20005-4053 = Lel 202 332-9110 = fax 202 265 4954 = wwwcspincl.org



In February 2006, FDA issued a draft guidance on the issue of whole grain label
statements {“2006 Draft CGuidance).” CSP1 filed comments to the 2006 Draft Guidance’
In those comments, CSPT urged FDA to (a) require labels with whole grain claims (or
whole-grain-like claims such as “multigrain,” “12 grain,” or “harvest grain”) to disclose
the percentage of grain that is whole or (b) at least prohibit misleading claims such as
“good source of whole grain” and #made with whole grain.”

On December 2, 2010, we described our concerns about whole-grain labeling is-
sues at lengthina presentation to then-Regulatory Affairs Director Roberta Wagner and
other FDA staff. At that time we set forth a conceptual framework for evaluating prod-

uct claims. We expanded on those discussions in a meeting with Ms. Wagner and other
FDA staff on March 11, 2011.

We were thus pleased to see 2 Notice in the May 26, 2011, Federal Register an-
nouncing FDA's intent to conduct an experimental study on “Consumer Responses to
Whole Grain Labeling Statements on Food Packaging.”” FDA and CSP1 agree, “that
consumers may have difficulties in understanding the meaning of whole grains or rec-
ognizing whole-grain foods.”® We also agree, “that consumer Eroduct perceptions and
purchase decisions can be influenced by labeling statements.”” We commend FDA for
tesearching the whole grains ssue and hope that this action is the first of several steps

FDA will take to regulate misleading whole grain claims.”

We believe thatin 2012 FDA should makeita priority to stop misleading claims
involving whole grains.

CSPI recognizes that FDA faces time and resource constraints. Therefore this let-
ter is more focused than our comprehensive report entitled Food Labeling Chaos: The Case
for Reform, which we provided to you at the end of 2009." That report addressed a wide
variety of issues, some of which FDA is already tackling (e.g., improving the Nutrition
Facts panel and standardizing front-of-pack nutrition labeling)-

to Michael Jacobson, Ph.D., Exec.

4 Letter from Dr. David Kessler, FDA Commissioner,
Dir. CSPI (Nov. 1, 1993). See Attachment 1 {enclosures omitted).

5 www.regulations. gov/# ‘.documentDetail;D:FDA—2006—D—0298-0001 (last visited Dec.
29, 2011). Comments on the draft guidance have been submitted as recently as Decem-
per 2010. FDA has not ‘ssued a final Guidance.

¢ CSPI's comment on the 2006 Draft Guidance is Attachment 3.

"http:/ / www.regulations.gov/ # !documentDetail;DzFDA—ZOl1—N-0320—0001 (last visit-
ed Dec. 16, 2011).

5 1d.
*Id.

10 5P conducted its own SUIVey of consumer perceptions about whole grains, dis-
cussed in more defail below.

11 Bruce Silverglade and llene Ringel Heller, Food Labeling Chaos: The Case for Reform
(CSP12009), auailable at www.cspinet.org/new / pdf/ food_labeling_
chaos_report.pdf (last visited Dec. 16, 2011).
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To assist FDA in that regard, we will discuss whote grain deceptions and rec-
ommend specific FDA action to remedy the problem areas. Deceptive claims involving
whole grains vary in their exact nature. This letter, therefore, first describes the various
types of deception and then makes recommendations for stopping those deceptions.”

The specific types of deception are:
1. The terms “wheat” and #whole grain” are widely misused.

2. The phrase “made with” whole wheat (or whole grain) often means “yery
little” whole grain.

The Whole Grain Stamp is misleading.

“Multigrain” products are usually not 100 percent whole grain and some-
times contain no whole grain at all.

5. “Stone ground” claims are deceptive uniess the grain is truly stone
ground and the amount of whole grain is substantial.

6. “Whole grain” slogans on product lines are deceptive unless the amount
of whole grain in individual products is cleatly disclosed.

1. The Terms “Wheat” and »Whole Grain” Are Widely Misused.

When consumers see the terms “wheat” and “whole grain” on food labels, we
suspect they view them as claims that a product is entirely whole wheat or that it con-
tains substantial amounts of whole wheat or other kinds of beneficial whole grains.

The 2006 Draft Guidance says that “a ‘whole grain’ statement .. . could be con-
strued as meaning that the product is “100 percent whole grain.”’"* Consumer confusion
is in large part due to that fact that unfortunately, “the FDA had not defined any claims
concerning the grain content of foods,” nor has it set nstandards of identity for whole
grains per se.” " This inaction opens the door for misleading whole grain claims. In its
Comment on the 2006 Draft Guidance, the Federal Trade Commission agrees that, “gen-
eral, unqualified whole grain claims are likely to convey that all or nearly all of the
grain in the product is whole grain.”** The aumber of comments in response to the 2006
Draft Guidance, which sought guidance on the labeling of products that contain a blend
of whole and refined grains, demonstrates that many companies would like the FDA to
clarify this issue.”

[
12 This letter expands on CSPT's comments to the 2006 Draft Guidance.
13 9006 Draft Guidance at question 7.

14, at questions 7 and 9. The FDA has set standards of identity for whole wheat bread,
rolls, and buns (21 C.F.R. §136.180) and whole wheat macaroni products (21 CER.§
139.138).

15 Federal Trade Commission comment on the 2006 Draft Guidance at12.

16 Gep for example, AACC International’s comment on the 2006 Draft Guidance at 4; In-
dependent Baker’s Association’s comment on the 2006 Draft Guidance at 2.



A national public opinion survey (conducted over the Internet so that pattici-
pants could view labels) that CSP1L commissioned revealed that consumers overestimat-
od the amount of whole wheatina product when shown product packages that empha-
sized the word “wheat,” including when “wheat” was accompanied by depictions of
dark-colored crackers, heads of wheat, or the term “stone ground.”17

Bread labeled as “wheat bread” when the first ingredient is ordinary white or
non-whole wheat flout is particularly deceptive and does not meet standards of identity
for bread. Standards of identity are intended to “promote honesty and fair dealing in
the interest of consumers.”™

The standard of identity for bread made completely from whole wheat is “whole
wheat bread.”"® The standard of identity for bread made with “flour” (also known as
nywhite flour,” “wheat flour” and “plain flour” )™ is “bread” or mwhite bread.”” If en-
riched flour is used, where vitamins and minerals are added, the standard of identity is
“onriched bread.”? Thus, there is no standard of identity for bread that is not 100-
percent whole wheat Itis neither “whife bread,” “enriched bread,” nor “wheat
bread.”

However, the use of syheat bread” as a product name is becoming ubiquitous.
Even sandwich shops, such as Subway, give consumers a choice between white bread
and something called “9-Grain wheat bread,” which consumers may assume is largely

whole wheat. However, Subway’s 9-Grain Wheat bread is primarily white flour.”

R

7 GP] commissioned the Opinion Research Corporation to study a demographically
representative U.S. sample of 1,049 adults, 18 and older (conducted January 6-7, 2011).
Participants viewed the principal display panels of nine products and stated which of
the following statements best applied to each product:

a) All the grain is whole grain.

b) At least half the grain is whole grain.
¢) Less than half the grain is whole grain.
d) There is little or no whole grain.

e) Other .

We refer to the results of this study several times in this letter. Relevant portions of the
study are contained in Attachment 2.

5 FDCA § 401, 21 US.C. § 341,

1951 CER. §136.180(b)-

051 CER. §137.105(a).

121 CER.§ 136.110(e)(1).

2731 CFR.§ 136.115(b).

2 2006 Draft Guidance at question 9.

2 Gubway, US Product Ingredients (Revised Nov. 2010), auailable at
http:// www.subway.com/ Nutrition/Files/ usProdIngredients.pdf (last visited Dec. 16,
2011).



Our survey shows that 61% of consumers believe that at least half of the grains in
the Hostess Brands Home Pride Butter Top Wheat Bread (see label below) are whole.
However, the product has more enriched wheat flour, water, sweetener, and yeast than

whole wheat flour.
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Numerous brands of #wheat” crackers Or nwhole grain” crackers are made pri-
marily with refined grain. CSPY's survey shows that 57% of consumers think that at
least half of the grain in Lance Whole Grain Crackers (see label below) is whole. But

those crackers contain more enriched white flour and vegetable oil in the crackers than

whole wheat flour.




Similarly, our survey shows that 55% of consumers think that at least half the
grain is whole in Old London Melba Snacks Roasted Garlic Whole Grain Crackers (see
Tabel below), despite the fact that the Principal Display Panel prominently states “0g
WHOLE GRAIN.” This response demonstrates that consumers are not able to evaluate
the amount of whole grains relative to the amount of refined grains. Judging from the
NEP and ingredient list, this product probably has three times as much white flour as
whole grain flour. Five grams is a very modest amount of whole grainina serving of
these crackers.”

The misleading elements of many labels are well illustrated by the examples
above. In many cases, CSPI was unable to determine the amounts or percentages of
whole grains in products because the label failed to provide sufficient information to do
so. If existing labels prove opaque to CSPI's experienced label decoders, then ordinary
harried consumers in the store are likely to experience even more difficulty.

Whole grain deception :s not a new issue, FDA addressed exaggerated whole
wheat claims in the 1990s by sending warning letters to several companies.” Then-
Commissioner David Kessler assured us that FDA would act on CSPI's 1993 whole
wheat petitior\” and stated that “FDA will continue to take . .. [additional whole wheat]

e

5 USDA, Food Safety and Inspection Service, Statement of Interim Policy Guidance, Use
of the USDA MyPyramid Reference on Meat and Poultry Labeling and Whole Grain Claims
(Oct. 14, 2005), www.fsis.usda.gov /OPPDE/ larc/Claims/ Food_
Guide_MYPyramid_Policy.pdf (last visited Dec. 16, 2011).

2 Warning Letter from Raymond Mlecko, Dist. Dir. to Brian Chadbourne, Pres. Keebler
Co. (Apr. 26, 1993); Warning letter from Matthew Lewis, Dist. Dir. Newark Dist. Office
to Arthur G. Murray, Pres. Sunshine Biscuits (Apr. 1, 1992).

27 CSP] Petition to Prohibit Misbranding of Whole Wheat Products and to Promulgate
Food Labeling Regulations Concerning Products Made with Whole Wheat, Docket No.
93P-0227 (Jun. 25, 1993).



actions when necessary.””* Despite that commitment, similar deceptive whole grains
claims have proliferated.

9. The Phrase #Made With” Whole Wheat (or Whole Grain) Often Means “Made
With Very Little” Whole Grain.

Many products claiming to be #made with” whole wheat (or whole grain) have
ordinary white flour as their primary ingredient. Our survey shows that many consum-
ers overestimate the amount of whole grain in these products. For example, 59% of pat-
ticipants who viewed a box of Kellogg's Eggo Waffles (see label below) thought that at
least half of the grains are whole. However, whole wheat flour is only the third ingredi-
ent. There is more water and ordinary white flour than whole grain.

Whole:
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In order to bolster the “made with” claim, some manufacturers use several other
tricks to imply a higher—than—actual content of whole grain. For instance, pictures of
dark-colored bread or crackers appear on product labels because many consumers asso-
ciate a dark color with healthful whole grain.” Similarly, manufacturers feature heads
of wheat on product labels. They may also use color additives such as annatto, beta-
carotene, caramel, or turmeric to darken a baked good made primarily from white flour.

Using caramel coloring or other ingredients to help simulate the “whole grain”
or “wheat” color is deceptive. The FDA should prohibit coloring for that use or, at the
very least, require the front labels to declare that the product is “artificially colored.”®

e s
%1 etter from Dr. David Kessler, FDA Commissioner, to Michael Jacobson, Ph.D., Exec.
Dir. CSPI (Nov. 1, 1993).

2 Goe U.S. Dept. of Health and Human Services, U.S. Dept. of Agriculture, Eating healthi-
er and feeling better using the Nutrition Facts Label, available at

http:/ / www.fda.gov/ Jownloads/Food/ ResourcesForYou/Consumers JUCM275412.p
df (last visited Dec. 16,2011) (“Whole grain foods can’t always be identified by color or
name, such as multi-grain or wheat.”).

20 CSP] Petition to Require Front of Package Disclosure of Food Color Additives, Docket
No. FDA-2011-P-0886-001/CP (Dec. 8,2011). That petition is pending.
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Manufacturers also prey on consumers who dislike brown-colored bread by pro-
ducing “made with whole grain” white breads. CSPI threatened to sue Sara Lee over its
labels for “Soft and Smooth Made with Whole Grain White Bread,” which has 70 per-
cent ordinary flour and only 30 percent “whole grain white flour.” As part of a settle-
ment agreement,“ Gara Lee agreed to make clear that its product is only 30 percent
whole grain.

3. The Whole Grain Stamp is Misleading.

The Whole Grain Council created the Whole Grain Stamp in 2005.% It now ap-
ears on over 6,000 products.‘“ In order to use the stamp, companies must be members
of the Whote Grain Council and pay annual membership dues that range from $1,000 -
$9,000. Dues are assessed on a sliding scale according to the size of the company’s
sales. To qualify for the basic Whole Grain Stamp, the product must contain at least 8

grams of whole grain per serving.”

The first problem with the Whole Grain Stamp is that the qualifying level of 8
grams of whole grain may constitute only a small percentage of the grain in a product,
and the label does not indicate what percent of the grains are whole and what percent
are refined.”

The percentage 15 critical because the U.S. Dietary Guidelines has advised the
public to “malke at Jeast half of your grains whole.” Advising consumers that a product

I

31 CSP] Press Release, Sard Lee to Make Clear its “Made with Whole Grain White Bread” is 30
Percent Whole Grain (Jul. 21, 2008), available at www.cspinet.org

[new/ 200807212 htm! (last visited Dec. 16, 2011); Settlement Agreement Letter between
'SP and Sara Lee Corp. and CSPI (Jul. 21, 2008), auailable at

www.cspinet.org/new/ pdf/ sara_lee_settlement-letter—072108.pdf {last visited Dec. 16,
2011).

2 [dentifying Whole Grain Products, quailable at www.wholegrainscouncil.org /
whole-grains-101/ identifying—whole-grainwproducts (last visited Dec.16, 2011).

3 About Us, available at www.wholegrainscouncil.org/ about-us (last visited Dec. 16,
2011).

3]oin the Whole Grains Council, available at www.wholegrainscouncil.org [ get-
involved/ join—the—whole—grains—council (last visited Dec. 16, 2011).

% Stamp FAQ - Manufacturers, available at www.wholegrainscouncil.org / whole-grain-
stamp/ stamp-faq—manufacturers (last visited Dec. 16, 2011). Note, however, that there
are no restrictions regarding the fat, sugar, sodium, or calorie content of the product on
which the Whole Grain Stamp appears. The use of a whole grain stamp Or listing of
amount of whole grainis analogous to a nutrient-content claim, which is, in some in-
stances, required to be accompanied with disclosure of high levels of fat, cholesterol or
sodium. 21 C.F.R. §101.13 (h)(1).

% Although the 2006 Draft Guidance {at question 10) says that manufacturers can make
factual statements about the number of grams in a product, it also says that such state-
ments cannot be misleading and cannot imply a particular level of the ingredient (such
as “excellent source”). The Whole Grain Stamp is both misleading and implies a high
level of whole grains.



has X grams of whole grain does not enable them to determine whether a particular
product contains more whole grain than refined grain. For instance, a fwo-ounce Serv-
ing of pasta with 8 grams of whole grains may also contain 48 grams of refined grains.

In the absence of percentage information or a direct statement as to how many
grams are whole grains and how many grams are refined grains, the presence of the 8-
gram Whole Grain Stamp may encourage consumers to inadvertently eat excessive
amounts of refined grains. Many consumers who purchase pasta containing only 8
rams of whole grains (and 48 grams of refined grain) might erroneously believe that
they are following advice fo mmake at least half of your grains whole,” when only 14
percent of the pasta’s grains ar¢ whole, Furthermore, SOm€ consumers might assume
that since their pasta is whole grain, they could also eat a refined grain roll (or bread,
cereal, cookie, etc.) and still be following the advice to make half of their grains whole.

A second problem with the Whole Grain Stamp is that the Whole Grain Stamp
can be featured on products high in sodium, trans and saturated fat, or sugar, such as a
highly sweetened product like Lucky Charms (see side panel excerpt below). Because
consumers associate the Whole Grain Stamp with healthier choices,” this kind of label-
ing is misleading and creates consumer confusion — and thus deception — analogous
to the widely criticized and now defunct Smart Choices Program.

fucku

Whole Grain, ¥
Guaranteed
A whole grain food is made by using
all three parts of the grain
General Mills
guarantees
that every
box of Big G
cereal has at
|east 8 grams
of whole
grain per
serving
(48 grams

EAT 489 of
\WHOLE GRAINS DAILY tecommended
daily).

WwWW, WholeGrainNation.com

e

% The Rudd Center for Food Policy & Obesity at Yale University surveyed parents with
children between the ages of 2-11 years, 507 pelieved that Lucky Charms with a whole
grains claim contained more whole grains than other brands of children’s cereal and
38% believed the cereal was healthy because .t contained whole grains.
www.yaleruddcenter.org | resources/ upload

docs/what/ advertising/ Nutrition—RelatedClaims_PHN_12.11.pdf, at 4.



4. “Multigrain” Products are Usually Not 100 Percent Whole Grain and Sometimes
Contain No Whole Grain at all.

“Multigrain” claims may deceive consumers into believing that a product has
more whole grains than it really does. Such claims are material to the purchasing deci-
sion. Consumers may think that a product labeled as "multi-grain” or 2 similar term
means that the product contains a substantial amount of whole grains.” Other consum-
ers might think that a product containing more than one grainis a healthier one, but do
not realize that the number of different grains is not nearly as important as the percent
of grains that is whole. Also, it is often difficult for consumers to determine if particular
grains are whole simply by reading the ingredient list. For example, Barilla Plus Rotini
Multigrain Pasta lists barley, spelt, and oats, which are not always whole grains.”” When
CSPI called Barilla, we were told that there is no whole grain in this product.” It is im-
possible for a consumer to learn this by reading the label.

oD
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As our survey shows, some consumers equate sultigrain” with high whole
grain content when that is not the case. For example, 429, of consumers think that at

e

s CGPI Petition to Prohibit Misbranding of Whole Wheat products and to Promulgate
Food Labeling Regulations Concerning Products Made with Whole Wheat, Docket No.
93P-0227 Jun. 25, 1993). That petition is still pending.

% 506 Draft Guidance at question 5 (regarding barley).

0 Telephone conversations between Barilla Consumer Relations, and Erika Knudsen,
CSPI (Feb. 1, 2011) and Emily Gilbert, CSPI (Dec. 28, 2011). Ironically, in its comment in
response to the 2006 Draft Guidance, Barilla urged FDA to prohibit the misleading use
of “whole grain blend” and “whole wheat blend.” Barilla America Inc.'s comment on
the 2006 Draft Guidance at 3.

10



least half of the grain in Nabisco’s Saltine Crackers with Multigrain (see label below) is
whole. On the contrary, these crackers have more white flour and soybean oil than
whole grain.

)umliﬂﬂ"“"'i‘w 2w
“wirn MULTI GRAIN -~

REMI

SALTINE CRACKERS
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5. “Stone Ground” Claims are Deceptive Unless the Grain is Truly Stone Ground and
the Amount of Whole Grain is Substantial.

Use of the term “stone ground” implies that the product is less refined and,
therefore, more healthful. However, the amount of grain that is truly stone ground and

whole may be minimal. According to a USA Today exposé, “Stone ground is just a mar-
keting Fhrase,” and much of the “stone ground” flour is not even ground between

stones.”

A survey conducted for Hodgson Mills, which petitioned FDA unsuccessfully for
a standard of identity for stone ground wheat flour, shows that:

o 72 percent of respondents seek foods with lower levels of refinement,

69 percent believe that stone grinding results in a different level of refinement,
and

« 95 percent believe that the level of refinement affects the value of the product.”

Stone ground claims deceive consumers into believing that a product contains
whole grains when it does not. Our survey shows that 63% of consumers think that at
least half of the wheat in Nabisco’s Wheatsworth Stone Ground Wheat Crackers (see
label below) is whole. In fact, the crackers contain more ordinary white flour, soybean
oil, and wheat germ than whole wheat flour. Additionally, Nabisco adds caramel color

I

11 Rlizabeth Weise, The hard truth about stone-ground, USA Today, Mar. 14, 2006, at 6D.
www.usatoday.com/news /health/ 2006—03~13—stone-ground—ﬂour_x.htm (last visited
Dec. 14, 2011).

2 Hodgson Mills Petition for Reconsideration, Docket No. 01P-0290/CP1 (Jan. 20, 2003).
www.fda.gov/ohrms/dockets / dailys/03/Jan03/013003 /8004c7b8.pdf (last visited
Dec. 14, 2011).

11



to the product and depicts a head of wheat on the PDP to reinforce the perception that
the product is largely whole wheat.

Stone Ground Wheat Crackers
f & F' _ﬁ’ = -
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6. “Whole Grain” Slogans on Product Lines are Deceptive Unless the Amount of
Whole Grain in Individual Products is Clearly Disclosed.

Slogans such as General Mills’ “Whole Grain Guaranteed” are deceptive when
manufacturers use them on labels for products that are not 100 percent whole grain.”
After CSPI threatened to sue General Mills for this deceptive practice, the company ad-
vised CSPI that it planned to stop using the “Whole Grain Guaranteed” slogan, and in-
stead state simply “With Whole Grain,” listing the actual number of grams of whole
grain per serving of that cereal

A recent study illustrates how slogans like “Whole Grain Guaranteed” (“whole
grain” and “fiber” were among the claims tested) create a “halo” effect that misleads
® onsumers into thinking a product is of higher nutritional value than it actually is.* The
study assessed parents’ interpretations of nutrient-related claims for children’s cereals.
The authors found that “The majority of parents misinterpreted the meaning of claims
commonly used on children’s cereals. They inferred that cereals with claims were more
nutritious overall and might provide specific health-related benefits for their chil-

 For example, General Mills’ Basic 4 cereal contains substantial amounts of refined
corn meal in addition to whole grain wheat. However, a consumer cannot determine
whether the “corn meal” in the productis whole or refined by reading the label. CSPT
had to contact Customer Relations at General Mills to learn that the corn meal is re-
fined. Telephone conversation between Customer Relations, General Mills, and Erika
Knudsen, CSPI (Feb. 01, 2011).

4 Ag of this date, many products with the old labels are still in stores. However, recent-
ly Mills has introduced products that are labeled “Whole Grain First Ingredient.” This is
not what Mills promised CSPI and does not effectively cure the deception, because (1) it
is unlikely the average consumer will understand the qualifier and (2) the words
"Whole Grain” are far larger and more noticeable than the supposed qualifier “First In-
gredient” and many cereals labeled as such still have refined flour.

15 goe Rudd Center Report, supra note 26.

12



dren.”*® In particular, spalf of the respondents believed that General Mills’ ‘Whole
Grain Guaranteed’ claim meant that the cereal contains more whole grains than other
brands of children’s cereals.”

Conclusion and Recommendations
For the reasons discussed above, CSP1 urges FDA to take several actions:

1. FDA should require a1l manufacturers of products with whole grain
claims to include a prom'ment disclosure as to (1) the amount (number of grams) and
percentage of the grain that is whole and (2) whethet specific grains listed in the ingre-
dient statement are whole.” For example, #40% whole wheat (8 grams).”

2. FDA should make the 2006 Dratft Guidance final, and make it clear that
use of the terms sywheat,” “whole grain,” #made with whole grain,” smultigrain,” and
ugtone-ground” on products with grain ingredients that are not 100% whole grain is
misleading unless one of the following disclosures appears prominently on product la-
bels:

« “This product does not contain any whole grain.”
« “This product contains X% whole grain and X9 refined grain.”

« “One serving contains X grams Of whole grains and X grams of refined
grains.”"

3. FDA should require that all grains (other than white flour, enriched white
flour, and whole wheat flour) listed in the ingredient statement be followed by the
terms “whole grain” or upefined” in parentheses.

4. FDA should issue warning letters (along the lines of those referenced in
Dr. Kessler's 1993 letter to CSPI) to companies that mislead consumers by using artifi-
cially coloring to create the dark color that consumers associate with whole grain prod-
ucts.”

-

# 14, at 1.
7 1d., at 3.

18 The suggestion that ingredients be preceded by the words “whole grain” if they are
indeed whole grains is supported by several commenters on the 2006 Draft Guidance.
See, for example, AACC International’s comment on the 2006 Draft Guidance at 6.

9 geyeral commenters on the 2006 Draft Guidance called for no definition of “made
with,” thus leaving it up to the FDA or the consumer to determine whether a product is
misbranded and how much whole grain it actually contains. See, for example, Campbell
Soup Company's comment on 7006 Draft Guidance at 3; Bimbo Bakeries USA, Inc.s
comment on 2006 Draft Guidance. CSP] recommends that EDA reject these positions
and clearly prohibit misleading “made with” claims.

5 For information on the dangers of caramel coloring, see€ CSPY's regulatory petition o
bar the use of carcinogenic caramel colorings filed on February 16, 2011.

Petition to Bar the Use of Caramel Colorings Produced With Ammonia and Containing
the Carcinogens 2-Methylimidazole and 4-Methylimidazole, FDA-2011-P-0407, available

13



5. FDA should inform the Whole Grains Council that the basic Whole Grain
Stamp is misleading. The Agency should urge the Council to revise the Whole Grain
Stamp to include either the percent of grains that are whole or to include the grams of
refined grains the product contains in addition to the grams of whole grains the product
provides.

In an ideal world, FDA would initiate rulemaking to address these problems.
However, given FDA’S resource constraints, issuing a final version of the 2006 Draft
Guidance — accompanied by related warning letters targeted at violations with the
greatest impact on public health and the consumer’s pocketbook — would appear to be
the next-best path to take.

We hope that under your Jeadership FDA will be able to fulfill the commitments
Dr. Kessler made in 1993.

Sincerely,
Michael Jacobson, Ph.D.
Executive Director
Stephen Gardner
Litigation Director
Ainat Margalit
Litigation Staff Attorney
Erika Knudsen
Litigation Paralegal
By:
) 1)
N ﬁAQ ™
o

Stephen Gardner

cc

Michael Taylor Philip Spiller

Michael Landa Mary Poos

Sharon Natanblut Paula Trumbo

William Correll Jillonne Kevala

Jennifer Thomas Felicia Billingslea

Barbara Schneeman Lynn Szybist

Steven Musser Michael Roosevelt

Susan Berndt

at http:/ /www.regulations.gov/ #t ‘.documentDetail;D:FDA—Z[)l1—P—0407—0001 (last vis-
ited Dec. 18, 2011).
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/ DEFARTMENT OF HEALTH & HUMAN SERVICES pablic Haatth Setves

w Epod and Drug Adrinesirahorn
Rockuile MO 20RET

Novembay |, 1993 e

Il Michaet F. facebsen

Center for Science in the Public lnerest
1875 Connecticat Avenue, NW. Suite 300
Washington, D.C. 200049-5728

Dear Dy, Jacobson:

| am writing in tesponse o your tecent fetier ubout use of the term “whole wheat" n the
commen or usunl pame of varivts produets. CSPL has filed a petition with the Foond and
Drug Administration abjecting o the lack of enforcement action on specific products and
requesting new regulitions on the use of the wrm “whole wheat" on product labeling. Your
tetter asked for my persanal sliention to this mater. Please accept my aspatogies for the delay
in responding. However, because this issuc involves ongoing enforcement matters, FDA had
an obligation to devoie some time o the careful consideration of the velcasability of this
informotion.

The CSPI petition wiil be reviewed under the applicable agency procedure as resources and
privvities permit. {n the meantime, this letter is imended as an Interim response, While the
ageney reviews this mater. I want 10 inform you of the' actions that the sgency hus taken on
the use of the lemm "whole wheat.”

As you know, in the 1930s and 1960s FDA established standords of identity for wheat flour,
whaole wheat flour, and many products made with wheat fiours. Some. of these standards,
such as e standard for whole wheat bread, rolls, and buns, require the use of 100% whole
wheat ar bramated whole wheat flous, 1n addition, over the years, FDA has consisiently
advised manufactuarers that o product that oses swhole wheat” as part of its cotnmon cr st
same must be made from enough whole whem o charagierize the food. in addidon, FDA
addressed whether identity stulemenis can be considered implied heaith claims (&2, “whaole
wheat bagels” as an imptied fiber claim) in the preamble 1o the final rule on auirient contem
cladms (21 CFR §101.65; 58 TR 23072, 2423, January 6, 1993).

When appropriate, FDA has taken action against specific products. Among the moge ecent
actions were those against two products that were mentioned in your petition. FLA issued o
waming letter on April 1, 1992 (copy enclosed) on Sunshine's "HiHe Deluse Whole Wheat
Crackers” and “Krispy Whole Wheat Saitine Crockers” because whole wheat flour wis Bot the
predominant flour ingredient in the products. The labels now read "Hilo Deluxe Crackers
Made With Enriched Flour And Whole Wheat Flowr” and "Ksispy Saltine Crackers Made with
Enriched Flour and Whole Whent Flour.”



i

P Jacobson - Poge 2

Mare reeentiy, FDA issued @ warning lzuer on Agpril 26, 19973 {copy enclosed) on Keebler's
mWheatables White Cheddar Whale Wheat Snacks” becruge, smong other things, whole wheat
flour was not the predominant four ingredient.

1 ussure you that FDA wiil continue 1o take actions like the ones deseribed above when
necessiry, and we will be making 4 camplete assessment regarding the metits of the CSEY
petition. Thaak you for writing.

Sincerety yours.

{ David A. Kessler, MD.
Commissioner of Food and Drugs

Enclosures
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