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Dear Commissioner Hamburg:

The Center for Science in the Public Interest (CSPI) strongly supports the United States
Department of Health and Human Services (HHS), Food and Drug Administration’s (FDA)
proposal to revise the Nutrition and Supplements Facts labels.

CSPI is a non-profit consumer education and advocacy organization that since 1971 has
been working to improve the public’s health through better nutrition and food safety
policies. CSPI's work is supported primarily by its 900,000 subscribers to its Nutrition
Action Healthletter, the nation’s largest-circulation health newsletter. CSPI is an
independent organization that does not accept any government or corporate funding.
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We urge the FDA to expeditiously finalize this rule, as well as the companion proposal
regarding serving size revisions.
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L CSPI supports revisions to the Nutrition and Supplement Facts labels.

CSPI applauds the FDA for proposing revisions to the Nutrition and Supplement Facts label.
We agree that a revision is needed in light of current scientific evidence and dietary
recommendations. The FDA has not updated the Nutrition Facts label since the 2003 trans
fat rulemaking or established new or updated DVs for nutrients since 1995. Since that
time, as the agency notes, the public health profile of the U.S. population has changed (i.e.,
two out of three adults and one out of three children are overweight or obese); new dietary
recommendations have been published; and new information has become available about
nutrient definitions (e.g., vitamin E), reference intake values, and analytical methods.!

Below we would like to highlight CSPI’'s major points of agreement and suggest areas for
further improvement.

IL Added Sugars

A. We strongly support the mandatory declaration of added sugars on the Nutrition
Facts label.

We strongly support the FDA’s proposal to require a declaration of added sugars on the
label. In 2003-2006, added sugars (sugar, high-fructose corn syrup (HFCS), etc.) provided
about 14 percent of total calories for the average American, and 25 percent or more of
calories for over 36 million Americans.2 On average, Americans have consumed between
18 and 23 teaspoons (about 300 to 390 calories worth) of added sugars per day, according
to National Health and Nutrition Examination Survey (NHANES) data and United States
Department of Agriculture (USDA) average per-capita loss-adjusted food availability data,
though consumption has declined modestly in the last several years.34

Current consumption levels of added sugars can lead to serious health problems. The
higher diets are in added sugars, the lower they are in a variety of vitamins and minerals,
including calcium, vitamin A, iron, and zinc.2 Strong evidence shows that consuming sugar-
sweetened beverages - the largest source of added sugars in Americans’ diets - leads to
weight gain.> Additionally, sugar-sweetened beverages have been associated with an
increased risk of cardiovascular disease (CVD), type 2 diabetes, the metabolic syndrome,
gout, and dental caries.67.89

The current Nutrition Facts label does not provide information on the amount of added
sugars in foods, and such information is crucial to help consumers comply with the Dietary
Guidelines for Americans (DGA), 2010’s key recommendation to reduce intake of calories
from added sugars.19 Additionally, consumers may not recognize all of the forms of added
sugar listed in the ingredient label, such as fructose, maltose, sucrose, honey, evaporated
cane juice, and concentrated fruit juice. The FDA’s proposal to require declaration of added
sugars on the Nutrition Facts label is of great public health importance, especially given
that two out of three adults and one out of three children are overweight or obese, more
than one out of three adults now has prediabetes, and an estimated one out of three adults
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will have diabetes by 2050.111213 On the other hand, people should be consuming more
naturally occurring sugars, which come mostly from fruit and dairy products and are
associated with a wide variety of micronutrients.

B. FDA should propose a DV for added sugars to provide much-needed context for
consumers.

To make the information provided by the added sugars declaration most useful to
consumers, the FDA should specify a DV for added sugars. Without a DV, consumers could
only compare the relative amounts of added sugars among products, but would not know
how much of a day’s worth of added sugars a food contains. When a 2014 online survey
commissioned by CSPI (conducted among a demographically representative U.S. sample of
1,000 adults) showed 500 people a Nutrition Facts label with added sugars listed only in
gram amounts, 78 percent of people said they did not know how much of their
recommended daily limit of added sugars was in one serving of the food or they could not
tell from the label (see Appendix 1).14

In its proposal, FDA notes:

Section 2(b)(1)(A) of the 1990 amendments mandated that FDA regulations
implementing section 403(q) of the FD&C Act require that nutrition labeling must
be conveyed to the public in a manner which enables the public to readily observe
and comprehend such information and to understand its relative significance in the
context of a total daily diet. In particular, the percent DV of a nutrient present in
food is declared on food labels to help consumers understand the relative
significance of nutrition information in the context of a total daily diet,
compare the nutritional values of food products, and to plan general diets. We
also noted that the percent DV information advises the consumer how much of
arecommended intake of that nutrient is provided by the food. See 79 F.R.
11880, 11887 (Emphasis added; citations omitted.).

To provide needed context for an acceptable intake of added sugars, FDA should specify a
DV for added sugars and require a percent DV on the added sugars line. Doing so would
greatly assist effectuating FDA’s purpose in requiring mandatory declaration of added
sugars on the label. As the agency makes clear, the rationale for including added sugars on
the label is grounded in FDA'’s concern for overall dietary health:

Our review [of the information related to added sugars] is not based on the factors
we have traditionally considered for mandatory declaration that are related to
chronic disease, health-related condition, or health-related physiological endpoint
linked to the particular nutrient. Instead, our review is based on the need for
nutrient information for consumers to implement key dietary
recommendations to assist consumers to maintain healthy dietary practices
and the need for consumers to be able to readily observe and comprehend the
information and to understand its relative significance in the context of a total
daily diet. See 79 F.R. at 11880, 11891 (Emphasis added.).
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In 2002, the Institute of Medicine (IOM) published the Dietary Reference Intakes (DRI) for
energy, carbohydrate, and other nutrients.1> The advice for a maximum intake of added
sugars was based on nutrient dilution (i.e., how much added sugars one could consume
before experiencing reductions in intakes of essential nutrients). While the IOM report
stated that “a maximal intake of 25 percent or less of energy from added sugars is
suggested,” IOM President Harvey Fineberg later qualified that statement in an April 15,
2003, letter (see Appendix 2) to Secretary of Health and Human Services Tommy
Thompson, noting:

This language is not meant to convey a desirable or even acceptable standard intake.
The report states that persons whose intake of added sugars is 25 percent or more
of total calories are more likely to have poorer intakes of important essential
nutrients. It does not address the issue that added sugar intakes at 25 percent or
even well below it, may well have significant implications for caloric balance and
weight control. Interpretations suggesting that a sugar intake of 25 percent of total
calories is endorsed by the Institute’s report are incorrect.

In recent years, a great deal of additional evidence has emerged to demonstrate that added
sugars, at the levels currently consumed by tens of millions of Americans, are harmful to
health. Some key findings:

1. National survey data shows a pattern of monotonically decreasing nutrient
intakes with incremental increases in added sugars intake.

Marriott et al. compared the median intake of selected nutrients and added sugars intake
among more than 15,100 people in NHANES 2003-2006. They observed a pattern of
monotonically decreasing nutrient intakes, with lower median intake levels for all
nutrients with each five percent increase in added sugars intake (see Figure 1).2

Figure 1. Relationship of sugar intake to added-sugar consumption. (Based on Marriott et al.
2010. Ref. 2)
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Relative nutrient consumption at different levels
of added sugar consumption
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The table below shows that when added sugars intake is 10 to 15 percent of calories, the
median intakes of nine nutrients (vitamin A, vitamin E, vitamin C, folate, magnesium,
potassium, vitamin K, fiber, and total choline) are significantly lower than the median
intakes of those nutrients for someone consuming 0 to 5 percent of their calories from
added sugars. Potassium and fiber are nutrients of public health concern, as indicated in
the 2010 DGA.10
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Unpaired t-test results based on Marriott et al. 2010, Table 3, Page 238
Comparison of increasing added sugars intakes to median nutrient intakes with 0% to = 5% of calories from added
SUEArs.

Nutrient % of keals coming from added sugars daily

0% to =5% 5% to=£10%  p-value 10% to=15% p-value  15% to=20% p-value

N 1,387 2,877 3,666 3,311
Median (SE)

Vitamin A, ug RAE 603 (13.8) 588 (14.3) 0.51 552 [9.6) 0.004* 510 (22.3) 0.009*
Vitamin E. mg a-tocopherol 6.7 (0.15) 6.6 (0.09) 0.35 6.2 (0.10) 0.008* 5.8 (0.20) 0.006*
Vitamin C, mg 85 (2.6) 21 (1.9) 0.22 76 (1.8) 0.007* 69 (1.5) =0.0001*
Folate, ug 398 (5.5) 394 (6.3) 0.68 373 (3.4) =0.0001* 350 (12.8) 0.017*
Iron, mg 14.6 (0.25) 14.8 (0.21) 0.57 14.5 (0.15) 0.729 13.9 (0.52) 0.393
Zinc, mg 11.2 (0.21) 113 (0.17) 0.73 10.9 (0.14) 0.252 10.4 (0.43) 0.238
Magnesium, mg 285 (4.1) 278 (3.4) 0.22 260 (3.2) =0.0001* 240 (8.1) 0.0004*
Phosphorus, mg 1,267 (18.7) 1,279 (22.0) 073 1,236 (18.8) 0.343 1177 (42.8) 0.181
Calcium, mg 865 (13.5) 879 (16.0) 0.57 852 (9.9) 0473 816 (27.1) 0.252
Potassium, mg 2,710 (33.9] 2,656 (35.0) 0.33 2,497 (25.2) =0.0001* 2321(86.2) 0.00¢*
Vitamin K, ug 86 (2.5) 81 (1.9) 0.13 72(2.3) 0.0005% 63 (1.3) =0.0001*
Fiber, g 16 (0.2) 15 (0.3) 0.03% 14 (0.2) =0.0001* 13 (0.5) 0.0001*
Total Choline, mg! 319 (6.1) 313 (9.4) 0.68 285 (6.2) 0.024* 273 (5.7) 0.0005*

ITotal choline values available for NHANES 2005-2006 only and sample sizes for choline are as follows: 0% to 5% (645), 5% to =10% (2,372).
10% to =15% (1,725), 15% to =20% (1,523)
* p-value 20.05

2. Evidence from clinical studies shows that added sugars, particularly fructose-
containing sugars, increases markers for CVD, diabetes, and the metabolic
syndrome.

More than 2,150 Americans die of CVD each day, an average of one death every 40 seconds.
Although death rates attributable to CVD declined by 31 percent over the past decade,
heart disease remained the number-one killer of men and women in 2010. About one in
every six deaths is caused by coronary heart disease (about 380,000 deaths) and one in 19
deaths is caused by stroke (about 130,000 deaths). The annual cost of CVD and stroke in
the United States is estimated to be more than $315 billion, which includes $122 billion in
lost future productivity attributed to premature CVD and stroke mortality.16

Diabetes affects 29 million Americans (9 percent of the population), including eight million
people who are undiagnosed. In 2012, there were 400,000 new diabetes cases diagnosed
among people aged 65 and older. In addition, an estimated 37 percent of adults—86
million Americans—have prediabetes, based on fasting glucose or hemoglobin A1C levels.
People with diabetes have two to four times the risk of heart attack and stroke, compared
to people without diabetes. Diabetes also increases the risk of eye, nerve, and kidney
disease and dementia.l? The risk of these complications is elevated in people with
prediabetes.17.18

The metabolic syndrome, a group of risk factors that raises the risk of heart disease and
diabetes, affects one out of four Americans.l® A diagnosis of metabolic syndrome requires
at least three of the following risk factors: a large waistline, low HDL cholesterol level, and
higher-than-normal blood pressure, triglycerides, and high fasting blood sugar levels.20
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Recent clinical studies have found that high intakes of fructose-containing sugars raise
levels of triglycerides, visceral fat, blood glucose, insulin, and small, dense low-density
lipoprotein (LDL) “bad” cholesterol. For instance:

e When University of California researchers gave 32 overweight or obese middle-
aged adults 25 percent of their calories from beverages sweetened with either
fructose or glucose for 10 weeks, those consuming fructose had higher levels of
visceral fat and postprandial triglycerides and higher fasting levels of glucose,
insulin, LDL cholesterol, and small, dense LDL cholesterol.2!

e When University of California researchers gave 48 adults (aged 18 to 40) 25
percent of their calories from beverages sweetened with HFCS, fructose, or
glucose for 2 weeks, those consuming either HFCS or fructose (but not glucose)
had higher 24-hour triglyceride levels and higher fasting LDL levels.22

e When Danish scientists randomly assigned 47 overweight subjects to consume
one liter a day of one of four tests drinks (sucrose-sweetened cola, isocaloric
semi-skim milk, aspartame-sweetened diet cola, or water) for six months, those
consuming regular cola had a significant increase in visceral fat, skeletal muscle
fat, and blood triglycerides.23 Sucrose is half glucose and half fructose.

e When Swiss researchers randomly assigned 29 healthy, normal-weight men to
avoid fructose-containing foods or to consume beverages containing either 40 or
80 grams of fructose, 40 or 80 grams of glucose, or 80 grams of sucrose per day,
waist-to-hip ratio rose significantly and a smaller class of LDL was found in those
consuming beverages containing 80 grams of fructose or 80 grams of sucrose
after three weeks. Note that those changes occurred after only three weeks in
men who consumed either 6.5 or 13 percent of their calories from added
sugars.2* Those levels are typical in American diets.

e University of California researchers randomly assigned 85 adults (aged 18 to 40)
to consume beverages sweetened with HFCS at one of four amounts: 0 percent
(aspartame), 10 percent, 17.5 percent, or 25 percent of energy requirements.
After two weeks, there was a dose-dependent increase in postprandial
triglycerides, fasting LDL cholesterol, and 24-hour average uric acid
concentrations for those who drank the beverages sweetened with HFCS.
Compared to baseline, consumption of HFCS-sweetened beverages significantly
increased postprandial triglycerides, and fasting and postprandial LDL
cholesterol, non-high-density lipoprotein cholesterol, and apolipoprotein B, even
among subjects consuming 10 percent of calories from HFCS.25

3. Evidence from trials shows that added sugars, particularly fructose-containing
sugars, contribute to non-alcoholic fatty liver disease (NAFLD).

Nearly 29 million American adults have NAFLD, the most common chronic liver disease in
Western countries.26 In the past two decades, the prevalence of NAFLD has more than
doubled among adolescents, from about 4 percent in 1988-1994 to about 11 percent in
2007-2010.27 NAFLD occurs when extra fat builds up in the liver cells, which could lead to
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insulin resistance. Insulin resistance, which may be the underlying cause of the metabolic
syndrome, can lead to diabetes and heart disease. Obesity, type 2 diabetes, and higher-
than-normal cholesterol and triglycerides are risk factors for NAFLD.28 Evidence from
clinical trials suggests that consumption of fructose-containing sugars leads to increases in
liver fat. For instance:

¢ In the University of California study (Ref. 21), those who consumed
25 percent of calories fructose-sweetened, but not glucose-sweetened,
beverages for 10 weeks had increased hepatic de novo lipogenesis, which can
lead to increased liver fat.?!

e In the Danish study (ref 23), those who drank one liter of sucrose-sweetened
cola per day for six months had a significant increase in liver fat (between
132 and 143 percent), compared to those who drank semi-skim milk,
aspartame-sweetened cola, or water.23

There are no medical treatments available for people with NAFLD, so lifestyle changes -
dietary modifications and exercise - are recommended to prevent liver damage or reverse
NAFLD in the early stages.28

4. Epidemiological evidence shows that added-sugars consumption is associated
with CVD mortality.

An important recent prospective study of more than 11,000 people in NHANES III - a
nationally representative sample of Americans - followed for 15 years found a higher risk
of cardiovascular mortality with increasing added-sugars consumption. In 2005-2010, the
average consumption of added sugars was 14.9 percent of calories. Those who got at least
10 percent but less than 25 percent (71 percent of participants) of their calories from
added sugars had a 30 percent higher risk of dying of heart attack, stroke, or other
cardiovascular event than those who got less than 10 percent of their calories from added
sugars. The risk was nearly three times higher for those who consumed at least 25 percent
of their calories from added sugars (10 percent of the study population).2?
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Figure from Yang et al. 2014 (Ref. 29):

Figure 1. Adjusted Hazard Ratio (HR) of the Usual Percentage of Calories From Added Sugar
for Cardiovascular Disease Mortality Among US Adults 20 Years or Older: National Health and Nutrition
Examination Survey Linked Mortality Files, 1988-2006
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In 2013, CSPI petitioned the FDA to initiate a rule-making proceeding to ensure that the
content of sucrose and HFCS in beverages is limited to safe levels.i As noted in that petition,
which was supported by numerous researchers and health officials, “a mountain of
evidence has emerged to demonstrate that added sugars, at the levels they are currently
consumed by Americans today, are harmful to the public health.”3 The Yang et al. study
adds to that mountain of evidence.

5. FDA should set a DV for added sugars.

In 1999, CSP], along with leading health experts and organizations, petitioned the FDA to
adopt a DV of 10 teaspoons, or about 40 grams, of added sugars (160 calories or 8 percent
of a 2,000-calorie diet).31 That was based on the USDA’s recommendation that people
consuming a 2,000-calorie diet limit their consumption of added sugars to 10 teaspoons
per day (8.4 percent of calories).32 Lower- and higher-sugar intakes were recommended
for lower- and higher-calorie diets.

Proposing a DV for sugars would align the FDA with other major health authorities that
have recommended a safe limit (about 6 to 10 percent of calories) for daily consumption of
added sugars. For instance,

I We ask the FDA to incorporate that petition, and the letter of support from health experts, by reference in
this comment.



Page 11

e In 2003, the World Health Organization (WHO) recommended that individuals
consume less than 10 percent of their calories from “free” sugars. That includes
added sugars, but also the “free” sugars in fruit juices, honey, and syrups.i For
example, an individual who consumes a 2,000-calorie diet could consume up to 200
calories’ worth (50 grams, 12 teaspoons) of added sugar.33 In March 2014, the WHO
released a draft guideline recommending again that intake of free sugars not exceed
10 percent of total calories and suggested that further reduction to less than 5
percent of energy would have additional benefits.34

e In 2009, the American Heart Association (AHA) recommended that women and men
consume no more than 100 calories (25 grams) or 150 calories (37.5 grams) per day
from added sugars, respectively. That is equivalent to roughly 6 percent of total
calories (based on intakes of 1,800 calories for women and 2,200 for men.3>

e In 2005, the DGA set a quantitative limit for added sugars (together with solid fats),
based on the discretionary calorie allowance for each level of calorie intake.3¢ For
example, after nutrient-dense foods in each food group are selected, someone
consuming a 2,000-calorie diet would have no more than 267 discretionary calories
to expend on solid fats and added sugars (assuming no alcohol were consumed).
Dividing those calories equally between solid fats and added sugars would mean no
more than 133 calories’ worth (33 grams or 8 teaspoons) per day. That amounts to
6 percent of calories as added sugars in a 2,000-calorie diet.

Given the known adverse effects of added sugars on obesity, CVD, and diabetes, as well as
dilution of healthful nutrients, we recommend that the FDA set a DV for added sugars. If
the FDA believes it needs to base the DV on advice from the IOM, we urge the FDA to
promptly commission the institute to review the evidence and recommend a figure that
could be used as the basis for a DV.

C. FDA should require that the amount of added sugars shown on Nutrition Facts
labels be expressed in teaspoons, as well as in grams.

Few Americans are familiar or facile with the metric measure (grams) used for total sugars,
but virtually everyone understands standard household measures (as are used on labels for
serving sizes). Therefore, for reasons that are similar to those provided by FDA in the
original ruling stating that serving sizes must be listed in household measures,3” we urge
the FDA to require the amount of added sugars be listed on the label in teaspoons, in
addition to grams. The USDA Food Availability (Per Capita) Data System expresses sugar
availability in terms of calories, grams, and teaspoons.*

A 2010 national telephone survey commissioned by CSPI found that 72 percent of
respondents favored listing teaspoons of added sugars on the label (38 percent preferred
listing only teaspoons, while 34 percent preferred both teaspoons and grams). Just 20
percent of those polled preferred listing sugar amounts in grams only.38 Because it would
improve the clarity of the information provided about added sugars, listing the amount of

i On beverages containing a percent juice declaration, the FDA should consider whether the Nutrition Facts
panel should include a line for “Juice Sugars.”
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added sugars in both teaspoons and grams would be consistent with FDA’s purpose for
including the line for added sugars on the Nutrition Facts label, which was, as noted above,
“based on the need for consumers to be able to readily observe and comprehend the
information on sugars and to understand its relative significance in the context of a total
daily diet.”3?

D. FDA should propose a Nutrition Facts label format that clearly distinguishes
added sugars from naturally occurring sugars in whole fruit and from sugars
from dairy ingredients.

Consuming foods high in added sugars (e.g., cakes, cookies, candies, frozen desserts, and
sugar-sweetened beverages, including fruit drinks, energy drinks, and sports drinks)
makes it more difficult to meet nutrient needs and stay within calorie limits. In contrast,
fruits and some dairy products are often high in other nutrients. FDA’s proposed label
format is confusing to consumers who may not understand that “Sugars” includes both
added sugars and naturally occurring sugars (or that “Added Sugars” is a subset of
“Sugars”).

When 500 participants in CSPI’s online survey were shown the FDA’s proposed label and
asked, “How much naturally occurring sugar, such as from fruit or milk, does one serving of
this food contain?”, only 28 percent answered correctly. Almost half of participants
incorrectly reported the number of grams on the “Sugars,” line (which represent the
amount of total sugars), and 3 percent added the amount of “Added Sugars” to the amount
of “Sugars.” However, when another 500 adults were shown an equivalent Nutrition Facts
label in which the “Sugars” line was replaced by a line listing “Fruit & Milk Sugars,” 77
percent of people correctly identified the amount of naturally occurring sugars in one
serving of the food.1* (see Appendix 1).

We recommend that the FDA replace the “Sugars” line on the Nutrition Facts panel with
“Fruit & Milk Sugars” and align both directly under “Dietary Fiber.” That would clearly
distinguish between the two different types of sugars and eliminate the need for a double
indentation under the “Total Carbs” heading. The double indentation is an extremely
subtle signal that millions of consumers are likely to miss or misinterpret. Ata minimum,
the FDA should clarify that “Added Sugars” is a subset of “Sugars” by replacing the word
“Sugars” with “Total Sugars,” similar to the headings “Total Fat” and “Total Carbs.” In the
CSPI online survey, only 44 percent of participants who were shown FDA’s proposed label
correctly identified the amount of total sugar in one serving of the food, but 65 percent of
participants shown a label using the word “Total Sugars” correctly identified the amount of
total sugars in one serving of the food.1* However, “Milk & Fruit Sugars” would be a better
solution because many consumers do not know what comprises “Total Sugars,” other than
added sugars. (FDA could require foods that contain a significant amount of sugars from
vegetables to list “Vegetable & Milk Sugars” instead of “Fruit & Milk Sugars.”) (see Appendix
1).

Finally, we support the FDA’s proposal to continue to require a declaration of total
carbohydrate in grams, but the Nutrition Facts panel should list “Total Carbohydrates.”
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“Carbohydrates” is a term used by both the IOM and DGA, and consumers may not
understand the term “Carbs” on the label. We also recommend that the FDA no longer
require a percent DV disclosure for total carbohydrates, given that consumption of some
carbohydrates, such as naturally occurring sugars from fruit and milk, are not a public
health concern.

IIL Sodium
A. We support FDA’s proposal to lower the Daily Reference Value (DRV) for sodium.

We strongly support the FDA’s proposal to lower the DRV for sodium. The current DRV of
2,400 milligrams (mg), established in the 1993 final rule,*? is outdated and inconsistent
with key consensus reports and prevailing public health guidelines. For instance:

e The 2010 DGA recommends that Americans consume less than 2,300 mg of sodium
per day and that middle-aged and older adults, African-Americans, and individuals
with hypertension, diabetes, or chronic kidney disease consume no more than 1,500
mg of sodium per day.10

e The WHO recommends that adults limit sodium intake to less than 2,000 mg per
day, and a further reduction for children based on calorie requirements.#

e The AHA and the American Public Health Association recommend a daily sodium
intake of no more than 1,500 mg for the entire population.424344

e The 2010 Dietary Guidelines Advisory Committee (DGAC) recommended that all
Americans consume no more than 1,500 mg of sodium per day.4>

B. FDA should propose a DV for sodium of 1,500 mg per day.

The proposed reduction in the DRV for sodium from 2,400 mg to 2,300 mg does not go far
enough. Instead, we urge the FDA to set a DV for sodium at 1,500 mg. As described in the
proposed rule, FDA selected 2,300 mg as the revised DRV because it represents the
Tolerable Upper Intake Level (UL) for persons aged 14 and older and because this amount
is consistent with the 2005 and 2010 DGA recommendations.*¢ We respectfully disagree
with that justification.

According to the IOM, the UL represents the highest tolerable intake level that is likely to
pose no risk of adverse health effects, and it is not intended to be a recommended intake.4?
The 2010 DGA indicates that 2,300 mg is too high, or intolerable, for middle-aged and older
adults, African-Americans, and individuals with hypertension, diabetes, or chronic kidney
disease - approximately half of Americans. The DGA advises those individuals to consume
no more than 1,500 mg of sodium per day.10 A 2010 IOM report, Strategies to Reduce
Sodium Intake in the United States, recommended that the FDA lower the DV for sodium to
1,500 mg based on the Adequate Intake (Al) established in the 2005 DRI report (which, of
course, was unavailable at the time of the 1993 ruling).4748 As noted above, that intake
level is consistent with advice from the AHA and other prominent public health authorities
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that recommend limiting sodium intake to no more than 1,500 mg per day for the entire
population.

Data from the NHANES 2003-2008 estimated that American adults aged 20 and older
consume, on average, nearly 3,400 mg of sodium per day.*°> However, that level is likely an
underestimate because it does not include salt added at the table and because people
under-report intake on dietary questionnaires.#?50 Those excessive intakes raise the risk of
hypertension, stroke, heart attacks, heart failure, and kidney disease.51 NHANES data also
estimated that 99 percent of adults who are advised to further reduce sodium intake to
1,500 mg (i.e., people aged 51 years and older, African-Americans, and those with
hypertension) exceeded that recommendation, and consume, on average, 3,200 mg of
sodium per day.*° To protect that large and vulnerable segment of the population, the FDA
should lower the DV for sodium to 1,500 mg.

The FDA expressed concern that lowering the DV for sodium to 1,500 mg would conflict
with a 2013 IOM report, Sodium Intake in Populations: Assessment of Evidence, which found
insufficient evidence to support a reduction in sodium to levels below 2,300 mg for the
general population.>2 However, the report had several key flaws, and we caution the FDA
against using its conclusions in setting a DV.

1. The IOM Committee did not consider hypertension itself as a health outcome.

The IOM report found too little evidence to conclude that reducing sodium intake below
2,300 mg per day would either increase or decrease the risk of CVD outcomes (including
stroke and CVD mortality) or all-cause mortality in the U.S. population. However, the IOM
Committee did not consider hypertension itself as a health outcome, despite the
indisputable relationship between blood pressure and CVD. As the IOM report itself
concluded (Conclusion 1, page 4), the research “indicates a positive relationship between
higher levels of sodium intake and risk of CVD.” Furthermore, the IOM stated that “blood
pressure is widely recognized as a strong surrogate indicator for primary CVD clinical
endpoints, such as myocardial infarction and stroke.” (page 40). There is clear evidence
from the Dietary Approaches to Stop Hypertension (DASH)-Sodium study that reducing
sodium intake from 2,300 to 1,500 mg per day lowers blood pressure in individuals with
and without hypertension.>3ii Furthermore, it is extremely difficult to conduct large, long-
term, controlled trials that compare heart attack and stroke rates in people who consume
considerably less than 2,300 mg of sodium a day, given the high sodium content of the
American food supply. In other words, the IOM committee was asking for evidence that is
difficult, if not impossible, to obtain.

2. Methodological concerns with observational studies relating sodium intake to
heart disease outcomes may account for inconsistent findings.

Much of the evidence considered by the IOM Committee relating sodium intakes to CVD,
stroke, and mortality outcomes was based on observational studies. A recent systematic

iit Sodium intakes in the DASH study varied with caloric intake.
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review by the AHA Council on Lifestyle and Metabolic Health concluded that widespread
methodological issues could account for the inconsistent findings in 26 observational
studies that examined the association between sodium intake and cardiovascular outcomes
studies.>*

Among the methodological flaws that can invalidate the findings of observational studies:

¢ Errors in dietary data. Dietary questionnaires can suffer from measurement error
due to inaccurate reporting by participants; failure to include information on salt
added at the table, in condiments, or used in cooking; or a reliance on incomplete or
outdated food composition tables to determine the sodium content in foods,
especially foods eaten outside the home.#3 Those random errors could lead to
studies that miss a relationship between sodium intake and blood pressure.

e Errorsin urine collection. Random error in estimating sodium intake can also
occur in studies that collect only a single urine sample to assess sodium intake (i.e.,
overnight, or “spot” urine) or just one 24-hour collection.*3>> Because sodium
intake vary from day to day, relying on a single 24-hour urine collection may yield
an inaccurate estimate of usual intake.>* (Ideally, studies should use multiple
collections that exclude incomplete collections.)

¢ Reverse causality. Some observational studies have reported a J-shaped
relationship showing an increased risk of CVD at both high and low sodium
intakes.5057 However, those studies often include sick individuals with a high
prevalence of hypertension and other disease risk factors. Reverse causality may be
driving the higher risk in people with low sodium intakes because medical advice,
drug therapies, or a loss of appetite due to illness could have led those individuals to
reduce their sodium intake.#3

¢ Residual confounding. Some studies fail to adjust for body weight, cholesterol,
diabetes, socioeconomic status, and other potential known and unknown
confounders.5*

e Overadjustment. Studies that adjust for blood pressure or the presence of
hypertension could nullify a true effect of sodium intake on CVD risk.>>

Those and other methodological issues may account for the inconsistent findings in
observational studies and limit their usefulness in setting dietary recommendations for
sodium intakes for the general population. As the AHA concluded, “until well-designed
cohort studies in the general population are available, it remains appropriate to base Na
guidelines on the robust body of evidence linking Na with elevated blood pressure and the
few existing general population trials of the effects of Na reduction on CVD.”>4

3. The IOM Committee’s conclusions were based, in part, on suspect evidence
from trials of people with heart failure.

The IOM committee found possible harm of very low sodium intakes in people with heart
failure. However, that conclusion was based largely on suspect evidence from one group of
[talian researchers who randomly assigned patients with heart failure to normal or very-



Page 16

low sodium diets. Those results are not applicable to the general population, or even to
patients with heart failure, because those studies also severely restricted the patients’
water intake and gave them high doses of diuretics. This aggressive treatment, which is not
used in the United States, can deplete blood volume. In June, the journal Heart retracted a
meta-analysis from the same research group because two of the studies had duplicate
data,>8 thus calling into question the researchers’ findings.

4. FDA'’s decision to revise the DV for sodium should be based on the best
available evidence.

We caution the FDA against using the 2013 IOM report as partial justification for not
proposing a further reduction in the sodium DV. The 2013 IOM report focused on limited
evidence (only including studies published after 2003) and limited clinical outcomes. Some
of the studies reviewed by the IOM have also been criticized for conflicts of interest.5°
Therefore, it remains appropriate for the FDA to base the sodium DV on the “robust body of
evidence linking sodium intake with elevated blood pressure and on the few existing trials
of sodium reduction and cardiovascular disease,” as the AHA has recommended.60.61.62iv

Among those population trials is the Trials of Hypertension Prevention (TOHP I and II),
which randomly assigned 3,126 people with pre-hypertension aged 30 to 54 to either a
sodium-reduction group or a usual-care group for 18 months (TOHP I) or 3 to 4 years
(TOHP II). Along-term follow-up of 2,415 participants 10 to 15 years after the trials ended
found a 30 percent reduction in the risk of a cardiovascular events among those in the
reduced-sodium group, which cut its sodium intake by 20 to 30 percent.®3.64 The follow-up
found a continued decrease in CVD events among those with sodium levels as low as 1,500
mg per day, with no evidence of a ] shape curve. Those who excreted less than 2,300 mg a
day had a 32 percent reduction in risk, which was not statistically significant due to the
small numbers in this subgroup and limited power.6>

Roughly 90 percent of American adults consume more than 2,300 mg of sodium a day,*°
and two-thirds of adults have hypertension or prehypertension.®® Lowering the DV for
sodium to 1,500 mg would subtly encourage a large and vulnerable segment of the
population (as well as the general public) to look for lower-sodium foods and encourage
food manufacturers and restaurants to lower sodium levels in their products.

D. Lowering the sodium DRV to 1,500 mg is an urgent public health issue.

Revising the DV for sodium to 1,500 mg is an urgent public health issue. One study, for
example, found that reducing sodium intake by 1,200 mg daily could result in 60,000 to
120,000 fewer coronary heart disease events, 32,000 to 66,000 fewer strokes, 54,000 to
99,000 fewer myocardial infarctions, and 44,000 to 92,000 fewer deaths from any cause, as
well as save $10 billion to $24 billion in health care costs each year.6? Another study
projected that a modest reduction in sodium intake of 4 percent per year would save
250,000 to 500,000 lives over the next 10 years.®® In England, gradual reductions in the

v The Chang et al. trial involved potassium supplementation, as well as a reduction in sodium intake.
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sodium content of processed foods from 2003 to 2011 resulted in a 15 percent decline in
average sodium intake. During that time, systolic blood pressure dropped by 3 points,
deaths from stroke dropped by 42 percent, and deaths from ischemic heart disease fell by
40 percent. Although other factors contributed to those declines, it is likely that the fall in
sodium consumption played a significant role.®%v Following that example, FDA’s DV should
be based on the best available evidence, which strongly supports a DV of 1,500 mg for
sodium.

E. FDA should require that the Nutrition Facts panel disclose the amount of salt,
rather than sodium, in milligrams.

Sodium is a scientific term that has no intuitive meaning to the average person. On the
other hand, salt is a word that everyone understands. Food packages use both terms,
which can be confusing to consumers. For instance, the Nutrition Facts label uses “sodium”
whereas claims on the front of package may read “salt free,” “unsalted,” “no salt,” or “no salt
added.””’% Roughly 90 percent of the sodium we consume is in the form of salt.#7 Other
countries, such as the United Kingdom, use the term “salt” on food labels. That is analogous
to the requirement that Nutrition Facts labels state “Fat,” not “Triglycerides;” “Sugars,”
instead of “Monosaccharides” and “Disaccharides;” and “Calories,” not “Kilocalories.” The
FDA should state “Salt” on Nutrition Facts labels instead of “Sodium.” Labels would
calculate the salt content as 2.5 times the sodium content and would include sodium from
all sources, including sodium chloride, sodium bicarbonate, sodium glutamate, etc. Itis
critical that FDA continue to require companies to express the amount of salt in mg,
because expressing salt in grams would require a greater understanding of tenths,
hundredths, or thousandths of a gram. Requiring declarations of salt rather than sodium
also would mean that consumers would see a larger number on labels, which could
discourage people from eating high-sodium foods.

F. FDA’s Failure to set a health-protective DV for sodium is arbitrary and capricious.

The FDA’s proposal to reduce the recommended DV for sodium only slightly from 2,400 mg
to 2,300 mg is arbitrary and capricious. Agency action is arbitrary and capricious if it
departs from prior agency policy without explanation or with disregard for factual
determinations that it made in the past.”? Although the agency presents several
alternatives to the DV of 2,300 mg, including considering proposals for DVs of 1,500 or
1,900 mg, as well as a brief discussion of a “tiered approach,” the agency’s explanation
regarding its proposal to set the DV at 2,300 mg lacks an adequate basis in the record.
Moreover, FDA’s proposal for a DV of 2,300 mg is not protective of vulnerable populations
for sodium, a critical nutrient that majorly impacts public health.

v The authors note that it is likely that several factors contributed to the decline in stroke and CVD mortality,
including “the fall in blood pressure, total cholesterol and smoking prevalence, the reduction in salt intake
and the increase in the consumption of fruit and vegetables, along with improvements in the treatments of
blood pressure, cholesterol, and CVD.” (He F] et al. 2014, page 3).



Page 18

While “arbitrary and capricious” is a narrow standard of review,’2 courts must assess
“whether the decision was based on a consideration of the relevant factors and whether
there has been a clear error of judgment.””3 This involves reviewing both the agency’s
reasons for its decisions and the agency’s failure to state reasons for its decisions.”* Courts
“must reverse an agency policy when [it] cannot discern a reason for it.”7>

In this instance, the FDA arbitrarily and capriciously has failed to propose a health-
protective DV for sodium. As the agency notes in the proposal, “[m]ost of the DRVs have
been based on quantitative intake recommendations associated with chronic disease risk
or a health-related condition (e.g., total fat, saturated fat, cholesterol, and dietary fiber).”
See 79 F.R. 11892. For another example, for iron, the FDA set the DV to protect those
population subgroups that require more iron, including young children (1 to 4 years of
age), women of childbearing age (12 to 49 years of age), and pregnant women.”6

In contrast, for sodium, FDA acknowledges that it is proposing a DV that is a UL for the all
of the population over 14 years of age and substantially in excess of that for younger
children. FDA notes:

The ULs for sodium are 2,300 mg/d for all individuals ages 14 years and older, 1,900
mg/d for children 4 to 8 years old, and 2,200 mg/d for adolescents 9 to 13 years old.
The UL is not intended to be a recommended intake level to encourage, but rather a
level not to exceed. See 79 FR 11914.

Indeed, FDA acknowledges that roughly one-half of the adult population should be
consuming lower levels of sodium, namely African Americans, individuals ages 51 years or
older, and individuals with hypertension, chronic kidney disease, or diabetes.”” For those
subgroups, 1,500 mg is the recommended maximum intake for sodium.”8 Yet, FDA has set
the DV at a level that will affirmatively mislead the most affected but suggesting a much
higher target for their consumption than is healthy or medically appropriate.

The rule notes the following in support of setting a DV of 1,500 mg:

e “[T]he [IOM Sodium Strategies Report] recommended that FDA adopt 1,500 mg as
the DV for sodium, given that sodium is an essential nutrient and that, unlike in
1993 (58 FR 2206 at 2224), a reference value of adequacy is now available (i.e., the
Al of 1,500 mg/d).” See 79 FR 11914.

e “The 2010 DGAC report noted that 1,500 mg/d should be the intake goal for the
general population. Further, the DGAC noted that, given the current U.S.
marketplace and the resulting excessively high sodium intake, it will be challenging
to achieve the lower level. The 2010 DGA, considering the 2010 DGAC conclusions,
recommended a reduction in sodium intake to less than 2,300 mg/d and a further
reduction to 1,500 mg/d among African Americans, individuals with hypertension,

diabetes, or chronic kidney disease, and individuals ages 51 years or older.” See 79
FR 11914-11915.
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e “Subgroups that have been reported to have a high prevalence of salt sensitivity
include individuals 51 years of age and older, African Americans, and individuals
with hypertension, diabetes or chronic kidney disease. The 2010 DGA
recommended that Americans reduce sodium intakes and also noted that these
population subgroups, representing nearly half of the U.S. population, would benefit
from even greater reductions in sodium intake than the general population.” See 79
FR 11915.

e “Using the population-coverage Al to set the RDI for sodium would be consistent
with the proposed RDIs for other essential vitamins and minerals or which Als are
established (e.g., vitamin K and choline). Als are similar to RDAs in that they meet
the needs of essentially all members of the population. Thus, using an Al as a
quantitative intake recommendation for setting an RDI would be consistent with the
proposed RDIs for other essential minerals that have Als or RDAs, such as potassium
and calcium. Traditionally, we have based the RDI for essential nutrients on
quantitative intake recommendations that reflect the intake level necessary to meet
the daily physiological needs for that nutrient. However, unlike the consumption of
other vitamins and minerals, the majority of the population consumes sodium at
levels that exceed the Al and the UL. This makes sodium unique in comparison to
other vitamins and minerals for which people generally must strive to meet their
daily needs.” See 79 FR 11915.

e “[A]ln RDI of 1,500 mg would be consistent with the 2010 IOM Sodium Strategies
Report (Ref. 89). The IOM recommended that FDA base the DV for sodium on the Al
of 1,500 mg/d. First, the IOM stated that using the Al is consistent with the
approach used for all other essential nutrients, where the DV is based on a reference
value of adequacy rather than a reference value of safety. Second, although
consumer data were not provided, the IOM strategies report argued that the use of
the Al could better inform consumers of the actual contribution of sodium content
to total sodium needs as an essential nutrient. Third, the IOM stated that adopting
the Al would avoid misleading consumers into thinking that the sodium content of
foods is more favorable than is actually the case. As such, from a public health
perspective, the Al would provide a truer picture for the consumer of the
contribution of the particular foods in assembling a healthful diet and is preferable
for this purpose over the UL. Finally, the IOM opined that lowering the DV might act
as an incentive for companies to reduce the sodium content of their foods because
reducing the DV would result in a higher value of percent DV declared on the label if
sodium content remained unchanged.” See 79 FR 11915.

e Last, FDA’s proposal makes clear that the 2013 IOM Report on sodium that
recommends a DV of 2,300 mg failed to address “blood pressure or essentiality,” in
addition to the numerous flaws detailed above. See 79 FR 11915.

In contrast to this ample record, the agency’s proposal provides scant support for setting
the level for the DV at the proposal of 2,300 mg. The agency focuses inappropriately on the
flawed 2013 IOM report, which we have discussed above in detail, and notes that consumer
education would be necessary should it set a lower DV for sodium. Of course, the need to
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contextualize label changes for the public through public education and other means does
not, in and of itself, indicate anything regarding the appropriate DV for sodium.

We agree with the 2010 IOM report that the public health perspective demonstrates clear
and unequivocal public health benefits for the use of a DV of 1,500 mg, including providing
clear notice to vulnerable consumers and assuring the health of children, whose blood
pressure rises beginning at a young age and tends to remain high in adulthood, and
incentivizing changes by industry to the salt content of foods.5?

Moreover, the statutory design clearly emphasizes the consideration of the impact of
labeling changes on public health, and charges FDA with notifying the public of nutrients
based on their public health significance (see 21 USC 343 (q), providing legal authority for
labeling requirements that “will assist consumers in maintaining healthy dietary
practices”). FDA further states with regard to its legal authority regarding DVs that:

Section 2(b)(1)(A) of the 1990 amendments mandated that FDA regulations
implementing section 403(q) of the FD&C Act require that nutrition labeling must be
conveyed to the public in a manner which enables the public to readily observe and
comprehend such information and to understand its relative significance in the context
of a total daily diet. In particular, the percent DV of a nutrient present in food is
declared on food labels to help consumers understand the relative significance of
nutrition information in the context of a total daily diet, compare the nutritional values
of food products, and to plan general diets (58 FR 2206 at 2213; January 6, 1993). We
also noted that the percent DV information advises the consumer how much of a
recommended intake of that nutrient is provided by the food (58 FR 2079 at 2123;
January 6, 1993). See 79 FR 11887.

FDA also makes reference to this broad authority in the service of public health with regard
to its authority to require labeling of added sugars (noting that its “review is based on the
need for nutrient information for consumers to implement key dietary recommendations
to assist consumers to maintain healthy dietary practices and the need for consumers to be
able to readily observe and comprehend the information and to understand its relative
significance in the context of a total daily diet.” (Emphasis added.) See 79 FR 11891.)

The agency’s brief discussion of market feasibility and consumer acceptance of lowered
sodium levels are therefore irrelevant to the decision to set a DV for labeling purposes. As
FDA notes, “DVs are based on scientific data supporting healthy dietary practices, not on
the levels of a nutrient present in the food supply.”7?

In addition, the mere labeling of a DV does not mean that consumers will consume that
recommended level of sodium or that manufacturers will bring all products below that DV
per serving. Currently, consumption of sodium considerably exceeds 2,400 mg/day,
amounting to as much as 3,650 mg/day for Americans aged 4 and older, despite the fact
that, as the agency notes, consumers are largely aware of some risks from sodium and the
DV should provide some incentive to lower consumption from current levels.80 While
market feasibility could be a consideration for some future action by FDA in setting a time-
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table for regulatory limits on the amount of sodium in products, the sole consideration for
FDA in the labeling context must be the anticipated impact of a labeling change on public
health.

Last, we note that the agency is far too quick to dismiss the so-called “tiered approach.”
Should the FDA set the level of 1500 mg for a future date (we propose five years following
the effective date of the requirements in the final rule), it would also retain ample
discretion to set a mid-point for labeling purposes in the interim, as a temporary measure,
of a different DV, such as 1,900 or 2,000 mg. Because the decision to set the eventual DV of
1,500 is grounded in public health research, an interim step in achieving that important
goal would be easily accommodated by the agency’s current authority to provide waivers
for particular industries and set general time-tables for regulatory compliance.

By setting a concrete timeline to reduce the DV for sodium, FDA would incentivize industry
to invest in innovative approaches, such as hollow salt crystals or mixtures of sodium and
potassium chlorides. Industry, recognizing widespread consumer demand and increasing
regulation,®! as well as the inherent harm in high sodium diets,?? is already innovating
sodium reduction solutions. Salt substitutes,?3 product reformulation,84 changes in the
manufacturing process,85 and development of different shapes of salt crystals8¢ have
successfully resulted in a reduction of sodium content across a variety of food items. These
innovations have spurred a secondary business of salt reduction services to develop.8” A
firm and transparent move by FDA to reduce the DV for sodium, even if it applied a tiered
approach, would encourage industry to continue to innovate and invest in research while
maintaining the agency’s loyalty to its public health mission.

IV. Dietary Fiber

A. CSPI opposes the FDA’s proposal to allow Nutrition Facts labels to include added
fiber in the declaration of dietary fiber.

CSPI opposes the FDA’s proposal to allow Nutrition Facts labels to include added fiber
(“isolated or synthetic non-digestible carbohydrates that have beneficial physiological
effects in humans”) in the declaration of dietary fiber. This proposal would encourage the
food industry to market cookies, candies, ice cream, refined grains, and other highly
processed and relatively non-nutritious foods that would compete with the fiber-rich fruits,
vegetables, beans, and whole grains that are linked to a lower risk of disease. If the FDA
decides to proceed with its proposal, it should (a) allow the declaration of dietary fiber on
labels to include only added fibers that are the subject of an authorized health claim, (b)
require labels with added fiber to disclose the grams of “processed fibers” or “added fibers”
on one line and the “unprocessed fiber” or “natural fiber” on another line of the Nutrition
Facts label so that consumers who want to increase their intake of intact fiber only are able
to do so, and (c) require labels to disclose the Daily Value for intact fiber only, because the
IOM relied on evidence from studies of intact fiber to set the Al

1. Processed foods with added fibers compete with foods rich in intact fiber.
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The food industry markets a variety of highly processed, relatively non-nutritious foods
with added fiber, including frozen desserts, cookies, brownies, bars, muffins, and white-
flour pastas, breads, and English muffins (see Appendix 3). These foods compete with
vegetables, fruits, beans, and whole grains that are not backed by major marketing
campaigns and often have no Nutrition Facts labels. The competition from processed foods
hinders the efforts of health authorities that have urged people to consume more fruits,
vegetables, beans, and grains not just because they are rich in intact fiber, but because they
may promote satiety, they have a low calorie density, and they are rich in potassium and
other nutrients of concern. In short, the food industry has and will continue to hijack the
advice of health authorities to consume more fiber-rich foods in order to sell more
processed junk foods.

Some food manufacturers have already outlined a strategy to convince dietitians and other
health professionals to encourage people to consume more foods with added fiber. A
roundtable sponsored by Kellogg in 2012 lamented “that educators and communicators
often take a binary approach, suggesting the same solutions to ongoing problems, such as
the general advice to ‘choose more fruit, vegetables, and whole grains to improve fiber
intakes.””88 The roundtable experts noted that “RD participants expressed concern that
some fiber-added foods may not offer the same benefits as natural fiber sources.” To “help
RD and other health professionals overcome these knowledge gaps,” the experts
recommended strategies to “debunk common myths about fiber, including...concerns about
added-fiber sources, such as isolated and synthesized fibers” and to “help consumers
understand that all types of fiber deliver important physiologic benefits.” The roundtable
also noted that “although fiber is recognized by the 2010 DGA as a nutrient of concern,
recommendations to improve fiber intakes focus on increased consumption of fruit,
vegetables, and whole grains, with little recognition of the effect on total energy intake and
the positive role of adding fibers to foods to help close the fiber intake gap.”

2. Allowing labels to combine intact and added fiber misleads consumers to
believe that added fiber has the same health benefits as intact fiber.

The FDA has tentatively concluded that there is little benefit for consumers in
distinguishing between intact and added fiber on the Nutrition Facts label because “both
have beneficial health effects.” However, the two types of fiber do not necessarily have
equivalent health effects, as labels would imply.

a) The evidence that fiber lowers the risk of disease comes from studies of
people who consume foods rich in the intrinsic, intact fiber in plants.

In its 2002 report on fiber, the IOM notes that “it should be kept in mind that although high
Dietary Fiber intake is associated with decreased risk or improvements in several chronic
diseases, a report of the National Academy of Sciences states ‘there is no conclusive
evidence that it is dietary fiber rather than the other components of vegetables, fruits, and
cereal products that reduces the risk of those diseases.”(p. 362)1> In establishing the Al for
fiber, which was “based on the intake level observed to protect against coronary heart
disease,” (p. 339)15 the IOM stated that an “important consideration for establishing a
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requirement for fiber is the fact that the dietary intake data from epidemiological studies
are on fiber-containing foods, which are considered Dietary Fiber” (as opposed to
Functional Fiber, the IOM’s term for added fibers). Furthermore, some of those studies
“used indicators of Dietary Fiber intake such as cereals, vegetables, whole grains, or
legumes,” cautioned the IOM, and “there are many constituents of whole grains, in addition
to Dietary Fiber, that may reduce the risk of CHD.” (p. 387)1> Moreover, the IOM noted,
“there are no epidemiological studies that have evaluated the relationship between
Functional Fiber and the risk of coronary heart disease (CHD).”

Although the IOM concluded that Functional Fiber should be included in Total Fiber, the
IOM clearly had more confidence in the benefits of foods rich in intact fiber than in the
benefits of added fiber. In the years since the IOM report was issued, the evidence that
fiber lowers the risk of heart disease, diabetes, and diverticular disease continues to come
from studies of people who consume foods rich in intact fiber, especially whole grains and
wheat bran.89.9209192 However, the FDA'’s current proposal would give consumers no way of
knowing how much of the fiber in many foods has been linked to a lower risk of disease
and how much has some “physiological benefit” that may be far less consequential.

b) The evidence that added fibers are beneficial is often inconsistent and
based on poorly established biomarkers.

Some food manufacturers and companies that produce fiber have already concluded that
every added fiber has some beneficial physiologic effect.88 (See Appendix 4). Yet those
effects are based on the results of small, short-term studies of biomarkers that may not be
well-established indicators of risk. Furthermore, many of those effects are not seen
consistently.

For example, many labels imply that fiber can aid weight loss by improving satiety (see
Appendix 3). Yet the evidence that added fiber can improve satiety or curb short-term food
intake is inconsistent:

e Polydextrose. According to a 2012 study on 34 volunteers, a yogurt-based drink
containing 6.25 or 12.5 grams of polydextrose “increased satiety and decreased
appetite” on visual analog scales compared to a drink with 0 grams of polydextrose,
and those who were given the drink with 12.5 grams (but not 6.25 grams)
consumed fewer calories at lunch.?3 However, in a 2009 study of 20 volunteers fed a
muffin containing 9.5 grams of polydextrose reported no less hunger and no more
fullness or satisfaction than when they were fed a low-fiber muffin.?*

¢ Maltodextrin. When 20 volunteers were fed a muffin containing 8 grams of added
resistant starch, they reported less hunger and more fullness and satisfaction than
when they ate a low-fiber muffin.[ref 11] However, when subjects were given a
breakfast of fruit juice and skim milk made with 10 grams of added maltodextrin
(Fibersol-2), they reported more hunger than after consuming 10 grams of intact
fiber in a breakfast consisting of oatmeal, blueberries, and apples.?>
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e Inulin. When researchers fed 33 men a breakfast including a sausage patty made
with 24 grams of inulin, they consumed fewer calories during the test day than
when they ate a full-fat sausage patty.?¢ However, when researchers gave 22
women a chocolate crisp bars with 10 grams of fiber from one of four sources
(oligofructose, inulin, soluble corn fiber, resistant wheat starch) at dinner and the
next morning, the women felt no more full and ate no less at lunch or during the
next 24 hours than when they consumed a bar with no added fiber.%7

Furthermore, short-term satiety may not be a valid biomarker of long-term weight loss or
weight maintenance. Few consumers would recognize that claims such as “satisfies hunger
longer” are not backed by evidence that a food (or its fiber) would help them lose weight or
keep it off.

c) Added fiber may have less benefit than its intact counterpart.

Some added fibers may have a well-documented benefit, but the benefit may be
substantially smaller than the benefit of a comparable intact fiber. For example, some
fibers (like "wheat fiber") increase stool weight (which presumably aids laxation), but not
as much as bran. In a meta-analysis of 100 studies on stool weight, bran increased fecal
bulk by 5.7 grams per gram of bran, considerably more than cellulose (3 g/g) and by
fermentable fibers such as pectin (1.3 g/g).1>

Most consumers would have no way of knowing that discrepancies in benefits exist.
Someone looking for a food to improve laxation could easily choose to get 6 grams of fiber
from two pouches of Fiber One Fruit Flavored Snacks instead of 5 grams of fiber from one
serving of Kellogg’s All-Bran Complete Wheat Flakes. The Fiber One label offers no clue
that its soluble corn fiber and modified corn starch are less likely than bran cereal to
increase stool weight or promote laxation.

Even the few astute consumers who know that some added fibers are less beneficial would
have no way of knowing how much of each fiber foods contain. For example, Fiber One
Caramel Delight has 9 grams of fiber per serving, but consumers have no way of knowing
how much comes from the cereal’s whole grain wheat and corn bran (which may promote
laxation) and how much comes from its chicory root extract (which does not). Yet
consumers may choose the Fiber One cereal over Kellogg’s Raisin Bran, which gets 7 grams
of fiber from whole grain wheat and wheat bran (which has the most benefit for laxation).
Unless the FDA requires companies to disclose added fibers on a separate line, shoppers
could not compare the intact fiber content of competing foods.

d) The food industry will be able to demonstrate at least one physiological
effect for each type of added fiber, though those effects may be less
significant than the benefits from intact fiber.
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If the FDA finalizes its proposal, the food industry would likely submit a raft of studies to
support the benefits of all the commonly used added fibers. There would be no shortage of
funding to produce any additional studies requested by the FDA. However, relatively little
funding would be available for studies that challenge the benefits of added fibers.

The European Food Safety Authority has already issued a number of Scientific Opinions on
the substantiation of proposed health claims for non-digestible carbohydrates, many of
which opinions denied the proposed claims.?899100 However, the industry is likely to
demonstrate at least one physiological benefit for every added fiber. For example, EFSA
concluded that “a cause and effect relationship has been established between the
consumption of foods/beverages containing non-digestible carbohydrates instead of sugar
and a reduction of post-prandial glycaemic responses as compared to sugar-containing
foods/beverages.” (Those non-digestible carbohydrates include inulin, non-starch
polysaccharides, resistant oligosaccharides, and resistant starches.)101 That “benefit” is
likely to apply to virtually all fiber, because, by definition, fiber is more poorly absorbed
than sugars, and would therefore lead to lower postprandial increases in blood sugar
levels.

Furthermore, the food industry would need to identify only one benefit for each added
fiber. For example, the resistant maltodextrin Fibersol appears to have little effect on
appetite, yet its manufacturer, Archer Daniels Midland, claims that it reduces peak blood
glucose and insulin levels, “helps support or maintain intestinal regularity,” and “helps to
relieve occasional constipation” (see Appendix 4). Once the FDA has approved a fiber as
having any “physiological benefit,” labels could simply claim “5 grams fiber,” leading
consumers to assume that the food provides all the benefits of intact fibers. (In contrast,
whole grains, beans, fruits, and vegetables often contain a mix of fibers, so consumers are
less likely to be misled if they assume that “5 grams fiber” on, say, a package of beans,
provides all the benefits of fiber.) Furthermore, labels on foods with added fiber could
make structure/function claims such as “fiber satisfies hunger longer,” regardless of
whether that food’s added fiber has been approved for that or some other physiological
benefit.

e) Some added fibers have adverse effects that outweigh their benefits.

Many added fibers are simply poorly absorbed carbohydrates that have significant adverse
effects including abdominal discomfort, flatus, and diarrhea.192 For example, inulin, which
is added to many foods because it is an oligosaccharide with sweetening properties,
significantly increases flatulence (with little benefit for increasing stool weight or speeding
up intestinal transit time) at doses of 10 grams a day, which is easily achievable from one
or two servings of a variety of Fiber One products.193 Although flatulence and abdominal
discomfort are transient in most people, they may lead some consumers to avoid all
sources of fiber, including beans and vegetables, because people might assume that all
sources of fiber cause flatulence.

Furthermore, a growing body of evidence indicates that inulin and other fermentable
oligosaccharides can exacerbate the symptoms of irritable bowel syndrome. Recent studies
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indicate that a diet low in FODMAPS (fermentable oligosaccharides, disaccharides,
monosaccharides, and polyols can reduce gastrointestinal symptoms in patients with
irritable bowel syndrome.104

3. FDA should require an authorized health claim in order for companies to
include added fibers in the declaration of dietary fiber.

CSPI opposes FDA’s proposal to allow isolated and synthetic non-digestible carbohydrates
(with 3 or more monomeric units) to be included in the definition of dietary fiber “in
response to a petition submitted to FDA under § 10.30 (21 CFR 10.30) demonstrating that
such carbohydrates have a physiological effect.”vi We urge the agency to define dietary
fiber as (1) Nondigestible soluble and insoluble carbohydrates (with 3 or more monomeric
units) and lignin that are intrinsic and intact in plants; or (2) isolated and synthetic non-
digestible carbohydrates (with 3 or more monomeric units) that are the subject of an
authorized health claim.

Requiring an authorized health claim for added fibers would have several benefits. It
would require that FDA determine, based on the totality of publicly available scientific
evidence, that there is significant scientific agreement to support the claim. Small, short-
term studies of varying quality with conflicting results would not suffice. Furthermore, a
health claim authorization would require FDA to consider whether the levels of added fiber
in foods are sufficient to cause the physiological effect. In addition, FDA could authorize
only specific formulations of the added fiber. A generic approval of many added fibers,
such as fructo-oligosaccharides, resistant maltodextrin, or inulin, is inappropriate because
companies produce a wide variety of each fiber, which may or may not have the specified
physiological effect.19> The FDA has already authorized a health claim for beta-glucan and
psyllium husk, demonstrating that it is feasible for companies to provide sufficient
evidence to warrant a claim.

4. IfFDA allows added fibers to count as fiber, it should require labels to list
them on a separate line.

Requiring labels to list added fiber on a separate line would enable consumers who want to
increase their intake of intact fiber to compare the intact fiber content of various foods.
Without a required disclosure, consumers would have no way of acquiring that
information. As fiber claims proliferate, a growing number of products, such as cereals,
granola bars,"i and bread, have begun to combine intact and added fibers to compete with
other brands. Whole wheat bread with no added fiber has just 3 grams of fiber per slice, a
rather paltry number next to breads like Arnold Double Fiber, which has 6 grams of fiber
per slice, thanks to added inulin, wheat fiber, cellulose fiber, and polydextrose.

vi We note that isolated and synthetic non-digestible carbohydrates with fewer than 10 monomeric units are
extremely popular food ingredients because companies can use them to produce highly processed sweets.

Vi Many bars are now simply called “chewy bars” or “nutrition bars,” rather than granola bars because they
are typically dipped in chocolate and may contain little or no oats.
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Requiring an extra line on the Nutrition Facts label does add to label clutter. However, the
additional line would need only appear on foods with added fiber. Furthermore, requiring
labels to distinguish between intact and added fiber might serve as a mild discouragement
to companies to make claims about those fibers. Companies are likely to use added fibers
in any case, because they have useful properties (e.g., some of them can replace “added
sugars”), and because companies can subtract some or all of their calories on the Nutrition
Facts label. However, a separate disclosure would give consumers the tools to find out how
much added fiber a food contains.

V. Fats
A. Total Fat

1. CSPIsupports the mandatory declaration of total fat on the Nutrition Facts
label.

We support the FDA’s proposal to continue to require a declaration of total fat on the
Nutrition Facts label.19¢ Fat is a major source of calories and an important component of
the macronutrient profile of a food.

The 2002 IOM report on macronutrients established an Acceptable Macronutrient
Distribution Range (AMDR) for total fat of 20 to 35 percent of calories for adults aged 19
and older. That recommendation was based partly on evidence from studies
demonstrating that a diet with less than 20 percent of calories from fat (which is high in
carbohydrates) lowers blood high-density lipoprotein (HDL) “good” cholesterol levels and
raises triglyceride levels. Elevated triglycerides are associated with an increased risk of
CVD. Given the typical American diet, which is rich in meat and dairy foods, consumers
who get more than 35 percent of calories from fat are likely to increase their intakes of
saturated fat, which raises blood LDL cholesterol levels and increases CVD risk (see
Comment section 1.B.).1545

Retaining the declaration for total fat would also help consumers who are trying to
consume foods with lower calorie density."i Foods that are higher in fat are generally
higher in calorie density. Long-term weight-loss trials have found that dieters who cut the
most calories lose the most weight.107 However, limiting higher-fat foods can be one of
several successful strategies for cutting calories. For example, the Diabetes Prevention
Program reduced the risk of diabetes by 58 percent in people with pre-diabetes using a
lower-calorie, lower-fat (less than 30 percent of calories) diet to achieve weight loss.108
Similar lower-calorie, lower-fat diets have been used in the NEW trial, the Look AHEAD
Study, and other randomized clinical trials.109110 Many members of the National Weight
Control Registry, who have lost an average of 33 kg and maintained the loss for more than
5 years, eat a lower-fat, lower-calorie diet.111

viii Caloric density is the amount of calories per unit of food weight.
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Furthermore, consumers can use a food’s total and saturated fat content to estimate its
unsaturated fat content. Replacing saturated fat with unsaturated fats, especially
polyunsaturated fats, can lower LDL cholesterol levels and the risk of CVD. While FDA
could encourage the public to make those substitutions by requiring labels to disclose
polyunsaturated and monounsaturated fats, that would add complexity to a label that is
already too complicated for many consumers to understand. Therefore, we support FDA’s
proposal to continue requiring a mandatory declaration of total fat on the Nutrition Facts
label.

2. FDA should no longer require a percent DV declaration for total fat.

The types of fats consumed are more important in influencing the risk of heart disease than
is the total amount of fat.19 Current dietary recommendations and clinical guidelines
recommend replacing saturated and trans fats with polyunsaturated and monounsaturated
fats to reduce the risk of heart disease (see Comment sections V.B-D.). Therefore, the
percent DV declaration on Nutrition Facts labels, (65g based on the DRV of 30 percent of
calories), should be eliminated to allow consumers to focus on replacing saturated fats with
unsaturated fats.

B. Saturated Fat

1. We strongly support the mandatory declaration of saturated fat on the
Nutrition Facts label.

We strongly support the FDA’s proposal to continue to require a declaration of saturated
fat on the Nutrition Facts label.112 In 2013, the AHA and the American College of Cardiology
(ACC) issued guidelines for lowering CVD risk, which recommended reducing saturated fat
intakes to 5 to 6 percent of calories, even further than previous recommendations from the
National Heart, Lung & Blood Institute.113

The findings of a recent, misleading meta-analysis that examined the effects of saturated fat
and other fatty acids on heart disease risk,114 as well as misinformed media reports based
on the meta-analysis, 115116117 should not change the FDA'’s tentative conclusion to continue
to require a declaration of saturated fat on the Nutrition Facts label.ix

The authors of that meta-analysis concluded, “Current evidence does not clearly support
cardiovascular guidelines that encourage high consumption of polyunsaturated fatty acids

and low consumption of total saturated fats.”114

However, the meta-analysis had several key flaws:

* The meta-analysis has been heavily criticized in comments on the Annals of Internal Medicine website: See
comments available online at http://annals.org/article.aspx?articleid=1846638.
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e The authors misrepresented the evidence from randomized trials that replaced
saturated fat with omega-6 polyunsaturated fats. In Supplement Figure 14, the
authors found no lower risk because they included one trial, the Sydney Diet and
Heart Study (SDHS), which provided subjects with a margarine high in trans fatty
acids (according to the footnote). When the SDHS was excluded, the authors found a
significant 19 percent reduction in risk.11#4 This finding agrees with an earlier meta-
analysis of randomized trials that found a reduction in risk of the same magnitude
(19 percent) when saturated fat was replaced with polyunsaturated fat.118

e Months after the original paper was published (perhaps in response to criticism),
the authors edited the Results section of their article to mention a “subsidiary
analysis that omitted the Sydney Diet Heart Study.”114 Several of the paper’s
authors then attempted to ignore the findings of the subsidiary analysis—and justify
their initial conclusions—by essentially revising their original inclusion criteria
from trials reporting at least 50 CHD events to only trials reporting at least 100 CHD
events.119

e The authors incorrectly referred to the eight trials as “supplementation” trials. In
fact, those trials reduced saturated fats and replaced them with polyunsaturated fats,
precisely what most guidelines recommend. The evidence from these trials trumps
observational studies—which are plagued by imprecise dietary intake data and
possible residual confounding—that have failed to find an association between fatty
acids and heart disease risk.

Strong evidence from controlled trials shows that replacing saturated fat with
polyunsaturated fats lowers blood LDL levels and reduces heart disease risk.118120 The
2002 IOM report on macronutrients did not set a UL for saturated fat because any
incremental increase in saturated fat increases heart disease risk.15 Given the robust
evidence that saturated fat worsens risk factors and increases the risk of heart disease, we
strongly support FDA’s proposal to continue to require a declaration of saturated fat on the
Nutrition Facts label.

2. FDA should lower the DRV for saturated fat to 15g (7 percent of calories based
on a 2,000-calorie diet).

As stated in the proposed rule, the FDA was not persuaded to revise the DRV for saturated
fat, which is currently 20g (10 percent of a 2,000-calorie diet). The FDA considered the
saturated fat recommendation of 10 percent of calories “still appropriate for the general
U.S. population and that the existing DRV of 20g continues to conform to current dietary
recommendations as a maximum intake level that covers the general U.S. population.”121
We disagree with this rationale and urge the FDA to lower the DRV to 15g (7 percent of
calories based on a 2,000-calorie diet).

The 2010 DGA acknowledged that reducing saturated fat intake to 7 percent of calories
would further reduce the risk of CVD.10 The 2010 DGAC concluded that a goal of less than 7
percent of calories from saturated fat would have “significant public health impact” and
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recommended that individuals reduce their intake of saturated fat to less than 10 percent
of calories “as an interim step toward this less than 7 percent goal.”45

The AHA currently recommends that healthy Americans over age 2 consume no more than
7 percent of calories from saturated fat.122 In 2013, AHA and the ACC recommended that
people who would benefit from LDL cholesterol lowering (i.e., those at high risk for CVD
and stroke) should reduce saturated fat intake to even lower levels (5 to 6 percent of
calories),113 as used in the DASH, OmniHeart, and Dietary Effects on Lipoproteins and
Thrombogenic Activity (DELTA) trials.123124125 For someone eating a 2,000-calorie diet,
that means consuming less than about 13 grams of saturated fat per day.

According to the 2010 DGA, the major sources of saturated fat in the American diet include
full-fat cheese, pizza, grain and dairy-based desserts, and meat and poultry.1® Lowering the
DRV from 10 to 7 percent of calories would mean consumers would see a greater percent
DV on Nutrition Facts labels, which would encourage consumers to reduce their
consumption of those foods.

C. Trans Fat

There is a well-established, direct relationship between trans fat intake and blood LDL
cholesterol levels. The IOM stated that any incremental increase in trans fat intake
increases the risk of CHD and, therefore, the IOM did not set a UL for trans fat.1> The AHA,
WHO, DGA and DGAC, Academy of Nutrition and Dietetics, National Cholesterol Education
Program, and U.S. FDA Food Advisory Subcommittee have all recommended limiting trans
fat consumption to reduce the risk of heart disease.126

In November 2013, the FDA issued a tentative determination that partially hydrogenated
oils (PHOs), the primary dietary source of industrially-produced trans fat, are no longer
considered “generally recognized as safe” (GRAS). If finalized, the rule would prohibit food
manufacturers from including PHO as an ingredient in food products unless companies
receive prior FDA approval for use of PHO as a food additive.127

CSPI and many public health officials urged the FDA to promptly finalize the determination
and eliminate PHOs from the food supply as soon as possible.128 By FDA’s estimation,
eliminating PHOs from the food supply would prevent 10,000 to 20,000 coronary events
and 3,000 to 7,000 coronary deaths each year. Furthermore, the FDA concluded that the
economic benefits — between $117 and $242 billion over 20 years — of eliminating the
use of PHOs greatly outweigh the costs of switching to healthier oils — $12 billion or $14
billion over 20 years.12° Austria, Denmark, Sweden, Switzerland, and Argentina have
largely eliminated PHO from their food supply, and the United States should do likewise.

1. If FDA removes PHOs from the GRAS list, the agency should require a
declaration of trans fat on the Nutrition Facts label only when a product
contains 1g or more trans fat from natural sources.
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Finalizing the determination that PHO is not GRAS would mean trans fat would be largely
eliminated from the food supply; thus, there would be no need to continue to require
declaration of trans fat on the Nutrition Facts label. However, small amounts of trans fat
occurs naturally in meat and dairy products from ruminants.

Evidence from clinical studies suggests that naturally occurring trans fat can adversely
affect heart disease risk factors as much as trans fat from industrial sources. For instance:

e When French researchers assigned 46 healthy men and women to consume a diet
high in trans fat (between 11 and 12g a day) from either ruminant or industrial
sources for three weeks, women consuming the ruminant trans fat had higher LDL
cholesterol than those consuming the industrially-produced trans fat. (The source
of trans fat made no difference in men.).130)

e C(Canadian researchers assigned 38 healthy men to consume a diet high in ruminant
trans fat (about 10g per day), moderate in ruminant trans fat (about 4g per day),
high in industrially-produced trans fat (about 10g per day), or a control diet that
was relatively low in trans fat from any source (about 2g per day) for four weeks,
the diet high in ruminant trans fat raised LDL cholesterol levels and lowered HDL
cholesterol levels as much as the same amount of industrially-produced trans fat.131

Because naturally occurring trans fat can have adverse health effects, the FDA should
require a declaration of trans fat on the label if a food contains 1g (5 percent of calories for
a 2,000-calorie diet) or more trans fat per serving from natural sources. That would
exempt most dairy products from labeling. It's worth noting that any food that contained
half a gram or more of naturally occurring trans fat would also be high in saturated fat.

2. Ifthe FDA does not finalize its tentative determination to remove PHO from
the GRAS list, FDA should continue to require a declaration of trans fat on the
label and allow only products with 0.2g trans or less to list “0g trans” on the
label.

As the FDA acknowledged in the nutrition labeling proposed rule, “...because of its role in
causing chronic disease, trans fat continues to be a nutrient with public health
significance.”132 The 2010 DGA recommends that consumers keep trans fat consumption as
low as possible.10 The AHA recommends a 2-gram daily trans fat limit (including naturally
occurring trans), based on a 2,000-calorie diet (less than 1 percent of calories).133 If the
tentative determination to ban PHO from the food supply is not finalized, FDA should
continue to require a declaration of trans fat on the Nutrition Facts label to help consumers
avoid that fatty acid and reduce their risk of heart disease.

Since 2006, the food industry has made major progress in replacing about three-fourths of
the PHO in foods by switching to healthier oils. However, progress has slowed in the past
several years, particularly from 2008 to 2011, and some restaurants (other than large
chains) continue to use, and processed foods continue to contain, significant amounts of
PHO and trans fat.134
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For example, popular foods with high levels of trans fat include Pop Secret and Jiffy Pop
butter-flavored popcorn (3 to 5g per serving), Marie Callender’s Chocolate Satin Pie (4g)
and Duncan Hines Creamy Home-Style Classic Vanilla Frosting (1.5g). In contrast,
competing brands of similar products contain no trans fat. In April 2014, CSPI identified
several menu items at Joe’s Crab Shack that contain high levels of trans fat.135 For example,
Joe’s Pasta-laya — a meal containing shrimp and Andouille sausage cooked in garlic butter
sauce with mushrooms, bell peppers, tomatoes, and onions served over penne pasta —
contained 14g of trans fat, which is the AHA recommended limit for a week.133

Currently, many foods contain PHO, but at levels low enough to permit the amount of trans
fat to be labeled as “0Og” (i.e., if a food contains less than 0.5g of trans fat per serving, the
content, when declared, is expressed as zero).13¢ Even that seemingly small amount
promotes heart disease. Furthermore, many people consume more than a single serving of
those foods on one eating occasion and multiple servings over the course of the day.
Nondairy powdered coffee creamer, frosting, and microwave popcorn are examples of
foods that are commonly eaten in larger servings than appear on the label.

Should the FDA fail to finalize its tentative determination and a trans fat declaration on the
Nutrition Facts label continues to be necessary, the FDA should only allow products with
0.2g trans fat or less to be listed as “Og trans” on the label.

Similar regulations have been established by the Canadian Food Inspection Agency. A trans
fat value can only be rounded to zero in the following instances:

e The food contains less than 0.2g of trans fat per reference amount and per serving of
stated size (or per serving of stated size, in the case of a prepackaged meal);

e The food contains 2g or less of saturated fat and trans fat, combined, per reference
amount and per serving of stated size (or per 100g, in the case of a prepackaged
meal); and

e The food provides 15 percent or less of energy from the sum of saturated fat and
trans fat.137

To protect the public’s health, the FDA should promptly finalize its tentative decision that
PHO is no longer GRAS. Then, mandatory declaration of trans fat on the Nutrition Facts
label would no longer be necessary, except in the case when a product contains 1g or more
trans fat from natural sources.

D. Polyunsaturated and Monounsaturated Fat

1. We support the voluntary declaration of polyunsaturated and
monounsaturated fat on the Nutrition Facts label.

We support the FDA’s proposal to continue to permit voluntary declaration of
polyunsaturated and monounsaturated fats on the Nutrition Facts label.138 The 2002 IOM
report on macronutrients did not establish a DRI or AMDR for polyunsaturated fat, but
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provided Als and AMDRs for two essential polyunsaturated fatty acids (linoleic acid and a-
linolenic acid), based on median intakes from NHANES data. Similarly, the IOM did not
establish a DRI for monounsaturated fat because it is not an essential nutrient and has no
known independent role in preventing chronic diseases.1> Although no quantitative intake
recommendation has been established for polyunsaturated and monounsaturated fat, those
nutrients continue to have public health significance because of their role in heart disease
prevention, if only as substitutes for saturated fat. Therefore, polyunsaturated and
monounsaturated fat fit FDA’s definition for voluntary declaration (79 FR 11898, section
[.C.3) and companies should be allowed to voluntarily list those nutrients on the Nutrition
Facts label.

More importantly, allowing most labels to omit unsaturated fats would reduce label clutter
and, we hope, encourage greater use of the Nutrition Facts panel. Without consumer
education, labels that list nutrition information for five types of fat (total fat, saturated,
trans, polyunsaturated, and monounsaturated fats) would confuse many consumers who
may not understand that they should consume more of some types of fat and less of others.
Furthermore, it would be easier to focus on saturated and trans fat if they were not part of
a long list of fatty acids on the label.

VI. Cholesterol

A. We support mandatory declaration of cholesterol on the Nutrition Facts label and
the current DRV of 300 mg.

We strongly support the FDA’s proposal to retain the mandatory declaration of cholesterol
on the Nutrition Facts label.13° There is a well-established relationship between dietary
cholesterol intake and increased LDL cholesterol levels, which raise the risk of heart
disease. A meta-analysis of 17 studies in which people were fed or sent home with either
whole eggs (the largest source of dietary cholesterol in Americans’ diets) or cholesterol-
free egg substitute found that LDL cholesterol levels rose by 2 mg/dL for every 100 mg of
cholesterol consumed.140

A key recommendation in the 2010 DGA advised Americans to consume less than 300 mg of
dietary cholesterol per day to maintain normal blood cholesterol levels.10 The 2002 IOM
report on macronutrients noted the strong positive relationship between dietary
cholesterol intake and increased LDL cholesterol levels and, therefore, did not set a UL for
cholesterol because any incremental increase in cholesterol intake increases the risk of
heart disease.15

The state of the scientific evidence has not changed to justify reversing the mandatory
declaration of cholesterol on the Nutrition Facts label, nor does the current evidence justify
eliminating the percent DV declaration. FDA should retain the current DRV for cholesterol
of 300 mg, which is appropriate for most people. The 2010 DGA recommends that people
at high risk for CVD should limit cholesterol intake to less than 200 mg a day.1? Retaining
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the mandatory declaration of cholesterol on the Nutrition Facts label would help people
comply with current dietary recommendations.

VII. Protein
A. FDA should requiring labeling of the percent DV for protein.

We support the FDA’s proposal to continue to require a declaration of protein on the
Nutrition Facts label, 141 but the FDA should also require a percent DV declaration.
Consumers may be confused by the presence of a percent DV on foods that make a protein
claim, but the absence of a percent DV on many foods without claims. Anecdotally, many
people over the years have asked us why the percent DV for protein is not shown on most
food labels. The 2010 DGA and the IOM emphasize protein’s role as an essential nutrient
for human health.10.15 The IOM established a Recommended Dietary Allowance (RDA) for
protein of 0.8 grams (g) per kilogram of body weight per day and an AMDR of 10 to 35
percent of calories for adults aged 19 and older.1> Without a percent DV on Nutrition Facts
labels, consumers would not know how much of a day’s worth of protein a food contains.

We respectfully disagree with the FDA’s rationale for a voluntary, rather than mandatory,
declaration of a percent DV. The FDA stated that the current evidence indicates that
protein intake is not a public health concern for the general population.142 However,
emerging evidence suggests that older adults may need more protein than the current RDA.
Some metabolic studies suggest that older adults need larger amounts of certain amino
acids, particularly leucine, to stimulate muscle protein synthesis than younger
individuals.143144145 To maximally stimulate protein synthesis and prevent sarcopenia
(muscle loss with aging), some researchers have proposed that older adults should
consume approximately 25 to 30g of protein at each meal, though that hypothesis needs to
be tested in randomized controlled trials.146.147

We recommend that the FDA ask the IOM for advice on whether the current DRV of 50g,
which represents 10 percent of calories for someone consuming a 2,000-calorie diet, is too
low for older people. In the meantime, we urge the FDA to require a percent DV disclosure
for protein, based on the current DV, on the Nutrition Facts label to assist consumers in
following dietary recommendations.

VIII. Vitamins and Minerals

A. We support the FDA’s proposed declaration of essential vitamins and minerals of
public health significance.

We support FDA’s proposal to continue to require declaration of calcium and iron on the
Nutrition Facts label and to begin to require declaration of vitamin D and potassium
(instead of vitamins A and C).148 The 2010 DGA considers calcium, vitamin D, and
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potassium to be nutrients of concern for the general population and iron to be a nutrient of
concern for women capable of becoming pregnant.10

Calcium continues to be a nutrient of public health significance. According to data
from NHANES 2003-2006, 49 percent of Americans aged 4 and older have usual
calcium intakes from foods below the Estimated Average Requirement (EAR) and 37
percent have intakes below the EAR from foods plus supplements.14° The 2011 IOM
report established DRIs for calcium based on bone health outcomes.>° Because
adequate calcium intake is important for optimal bone development during
childhood and for reducing the rate of bone loss in adulthood, we support FDA'’s
tentative conclusion to continue to require a mandatory declaration of calcium on
Nutrition Facts labels.

Iron continues to be a nutrient of public health significance for adolescents and
women of childbearing age and pregnant women. Biomarker data from NHANES
indicate that 14 percent of women of childbearing age had serum ferritin
concentrations less than 15 ng/mL, the generally accepted cut-off level for serum
ferritin, below which iron stores are considered to be depleted.!51.152 However, iron
overload is also a concern for some adults and people with hemochromatosis, who
have excess iron stores in their body.1>3154 To assist consumers who may be at risk
for consuming too little or too much iron from foods, we support FDA'’s proposal to
continue to require mandatory declaration of iron on Nutrition Facts labels.

Vitamin D meets FDA'’s definition of a nutrient of public health significance. The
2011 IOM report established DRIs for vitamin D intake at a level that would achieve
and maintain serum 25-hydroxyvitamin D concentrations (25(0H)D; a biomarker of
vitamin D status from sunlight and diet) that is considered to be adequate for bone
health.150 According to NHANES biomarker data, approximately one-third of
Americans aged 4 years and older have serum 25(0H)D concentrations below 50
nmol/L, which indicates that they are at risk for inadequacy or deficiency.1>
Therefore, we support the mandatory declaration of vitamin D on Nutrition Facts
labels.

Potassium also meets FDA'’s definition of a nutrient of public health significance,
and we support the mandatory declaration of potassium on Nutrition Facts labels.
The 2010 DGA and the IOM have highlighted the role of potassium in lowering blood
pressure by blunting the adverse effects of sodium on blood pressure (see [sodium
section]).1947 According to NHANES 2003-2008, only about 2 percent of the general
population has potassium intakes above the Al of 4,700 mg from foods or from
foods plus supplements.1>¢ However, some people with certain medical conditions,
such as diabetes, or those taking medications that can impair potassium excretion,
such as ACE inhibitors, angiotensin receptor blockers, and potassium-sparing
diuretics, may need to avoid consuming too much potassium because of potential
adverse cardiac effects (arrhythmias).4” A declaration of potassium on the Nutrition
Facts label would assist those individuals in complying with medical advice.
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Additionally, we support FDA’s proposal to permit, but no longer require, voluntary
declaration of vitamins A and C. Data from NHANES 2003-2008 estimated that vitamin A
and C deficiencies were uncommon in the general population.157

We support FDA’s criteria for mandatory and voluntary declaration of essential vitamins
and minerals of public health significance on the Nutrition Facts label. As the FDA stated in
the proposed rule, mandatory declaration of a nutrient was considered when there is (1)
public health significance and (2) a quantitative intake recommendation that can be used
for setting a DV (DRV or Recommended Daily Intake) or (3) there is evidence highlighting
the role of the nutrient in chronic disease risk.x

Finally, we support FDA'’s proposed declaration of absolute amounts of vitamins and
minerals, in addition to the percent DVs.158 That would assist consumers who have
difficulty understanding how to interpret the percent DV declaration or who are
accustomed to dealing with absolute amounts of nutrients.

IX. Label Format
A. We generally support the format changes, including for calories and serving sizes.

We strongly support the FDA’s proposal to continue to require total calories to be declared
on the label and to increase the prominence of the calorie declaration. One of two key
concepts of the 2010 DGA, included because of the high prevalence of overweight and
obesity, is to “maintain calorie balance over time to achieve and sustain a healthy weight.”10
To support consumers in selecting, preparing, and consuming foods and beverages with the
appropriate number of calories to meet their needs for weight management, consumers
must be able to easily see and use the number of calories in a serving of a particular food or
beverage. Therefore, we strongly support the proposal to increase the type size for both
the “Calories” heading and the numerical value and to require that the information be
highlighted in bold or extra bold type.

Specifically, the DGA recommends that people “control total calorie intake to manage body
weight.”10 For the two-thirds of adults and one-third of youth who are overweight or
obese, that means consuming fewer calories. According to the Centers for Disease Control
and Prevention,!>? overweight and obesity increase the risk of many of the leading causes
of death, including heart disease and stroke, several types of cancer, diabetes, and other
conditions, including high blood pressure, high cholesterol, liver disease, sleep apnea,
osteoarthritis, and gynecological problems.

Despite the fact that calorie information has been included on the Nutrition Facts label
since its inception, it has not been displayed sufficiently prominently. Instead, calorie

x For example, FDA published a final rule in 2003 requiring a declaration of trans fat on the label based on
evidence relating trans fat intake to coronary heart disease risk (68 FR 41434).
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content is shown in the same type size as the levels of cholesterol, sodium, and several
other nutrients. While information about other nutrients is important, information on
calories is particularly important considering the prevalence of obesity and the resulting
diseases, disabilities, and costs.

Calorie information is only useful if consumers understand the amount of food or beverage
that contains the specified number of calories (and other nutrients). If an individual’s
portion size is much larger or smaller than the serving size specified on the label, the
calories consumed will vary dramatically. Research has found that people tend to eat more
when the portion size or serving container is larger, indicating a need for increased
consumer education and awareness about what the labeled serving size means and
appropriate portion sizes.10 Clinical studies suggest that providing children and adults
with larger food portions can lead to significant increases in energy intake.161

One recent study found that many consumers are unable to make accurate comparisons
among similar products with labels that show different serving sizes and numbers of
servings per container.162 [n that study, consumers were more accurate in identifying the
number of calories per container when the label listed the calories per container than when
the label required the consumer to multiply the number of calories per serving by the
number of servings per container. Another recent study found that a significant fraction of
consumers who said they look at the Nutrition Facts label and ingredient list when
shopping do not look at the serving size.163

FDA should more closely review existing, and conduct additional, consumer research to
determine the value of more prominently providing information about serving size in
larger type size than proposed, in addition to the number of servings per container.

Overall, we strongly support and agree with the tentative conclusion that proposed
changes to the calorie and serving size declarations would serve as an anchor to the
Nutrition Facts label by focusing the reader’s attention on that information.

In addition, we think the agency should carefully re-evaluate its tentative decision to
abbreviate “% Daily Value” as “% DV.” In so doing, we fear that FDA might replace an
obscure concept for consumers with a shorthand designation that would render it even
more esoteric. In our survey (see Appendix 1), there was a considerable discrepancy in
understanding of the concept of DV when comparing respondents with lower vs higher
years of education..x This issue bears further research by FDA, and should be reconsidered
fully. In addition, we are skeptical that “carbohydrates” should be shortened to become
“carbs.” The scientific term is clearer than the shortened version, and slang has no place on
a government label. Furthermore, as explained above, we urge FDA to display the
measures for added sugars in both teaspoons and grams.

xi Qur survey suggested that African-American and Latino respondents were less able to understand the %DV
than whites, but the survey included an insufficient number of minority respondents to reach any conclusion.
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We urge FDA to explore in consumer research whether moving sodium up even higher on
the label could improve consumer understanding of its significance to health.

We are concerned about the proposal to shift %DV to the left. For consumers with lower
levels of health literacy and numeracy, such a change may present a challenge to
comprehensibility at the outset because people are accustomed to reading from left to
right. In addition, the placement of %DV on the left does not generally reflect how people
would read the label aloud, since most people would say “240 milligrams of sodium is 10
percent of the Daily Value,” rather than “10 percent of the Daily Value is 240 milligrams of
sodium,” for example. It requires some unpacking for even the most sophisticated
consumer to understand nutrition information, and the left-hand placement may hinder,
rather than assist, such understanding. In CSPI's survey (see Appendix 1), slightly more
people answered a question on daily values correctly when the %DV was on the right
versus the left (76 percent vs. 69 percent; p = 0.03xii). While that survey question is hardly
a comprehensive investigation, it fails to demonstrate an advantage for consumer
comprehension from moving the %DVs to the left. More consumer research on this
question is required.

A Washington Post opinion piece by Burkey Belser, a graphic designer who played a role in
designing the original Nutrition Facts panel, raises a raft of concerns about the label
redesign,164 some of which we agree merit consideration by FDA. Slight reductions in the
relative size of the calories indicated and slight increases in the number of servings per
package, relocating the serving size information below “Calories” and including a clear
indication of the calories in a single serving below the word “Calories” all make sense as
further revisions to the design. In addition, moving carbohydrates and sodium up to the
top of that section of the label would better emphasize their importance for health. And we
agree, as explained above, that the benefits of moving DVs to the left have not been
demonstrated for consumer understanding. Finally, if the FDA does require the %DVs to
be shown at the left edge of the label, the agency should consider Belser’s proposal to
eliminate the vertical line separating %DV from the nutrient because it could discourage
label-reading.

Last, we urge FDA to conduct far more robust research and publish findings concerning the
impact of nutrition labeling requirements on fortification of foods and beverages and the
impact of that fortification on consumer intake of substances, including fiber, vitamins, and
minerals, commonly added to foods and beverages through fortification. Our concern is
both that fortification of less unhealthful foods lends them a largely unjustified “health
halo,” and that fortification may lead to over-consumption of some vitamins by some
consumers, such as children.

X. Alternative Label

A. We urge adoption of the alternative format of the Nutrition Facts label.

xii P-yalue calculated using a Chi-square test with Yates’ correction.
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We strongly prefer the alternative label format over the agency’s central proposal, because
it would more effectively assist consumers in choosing more foods that are high in
nutrients they should consume more of and fewer foods that are high in nutrients they
should eat less of.16> Both the current label and main proposed label are plain lists of
information with lots of numbers and include nutrients that may be unfamiliar to many
consumers. For certain nutrients, we suspect that some consumers don’t even know
whether they should consume more or less of them. Providing context and advice within
the label would, in effect, constitute part of FDA’s education campaign.

According to data from NHANES 2009-2010, 42 percent of working-aged adults and 57
percent of older adults reported using the Nutrition Facts label always or “more of the
time” (rather than less) when shopping for food.16¢ That percentage varies significantly by
demographic group, with a Canadian study finding that individuals of higher income,
higher education, and less than age 65 are more likely than other people to use nutrition
labels to assess calorie and nutrient information about a product.16?

Research has found that people who use nutrition labels are more likely to have a lower
body mass index (BMI) than people who do not, though such studies cannot establish cause
and effect. The difference in label usage is particularly striking for women, with women
who read nutrition labels having a BMI that is 1.49 points lower than women who do not
(for awoman who is 5’5” tall, that represents a difference of about 9 pounds).168 Again,
while such studies cannot establish cause and effect, that finding suggests that increasing
the use of nutrition labels could be an important tool for helping people manage their
weight. Making the Nutrition Facts label more understandable could help to encourage
more people to use nutrition labels, as well as help them to understand it and use it
effectively in their food purchase and consumption decisions.

Alabel that takes a step toward providing interpretive words or data is consistent with the
need to make information clearer especially for consumers with lower levels of health
literacy and numeracy. Interpreting the data on the current and proposed label requires a
high degree of background understanding about healthful and less-healthful nutrients.
Grouping nutrients into categories that clearly indicate, in comprehensible language, which
nutrients are more or less healthful would help to achieve the purposes underlying most of
the FDA’s proposed changes to the label, as it would make clear that consumers should
consume less sodium and added sugars, among other nutrients.

Following its detailed investigation and a prior report, the 2012 IOM report on front-of-
package labeling points out the overall need for interpretive information for consumers.16?
The IOM also highlighted some of the barriers to current consumer understanding, noting
studies that demonstrate that:

e “.alack of nutrition knowledge is a major barrier to effective use of the Nutrition
Facts Panel and may actually lower the motivation of some consumers to use the
nutrition information on the label;”
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e “..some racial groups...are less likely...to use and understand nutrition labels,
primarily because of lack of time to read labels and lack of understanding of the
nutrition information;”

e “An estimated 90 million U.S. adults have literacy and numeracy skills that are
inadequate to function in the current health care environment;”

e “Adults with low health literacy skills are less inclined to use nutrition labels and are
at greater risk for diet-related health outcomes;”

e “..interpretational aids that make the nutrition label easier to use and enhance the
ability to compare products may help consumers better understand how a product
fits into their overall diet;” and

e consumers favor front-of-package interpretive labels, in part, because they “lack the
cognitive skills needed to use nutrition information to compare products and
interpret the nutrients in the context of their total diet.”

All of those factors equally would support the alternative label as a step in encouraging
greater use of the Nutrition Facts Panel. Clearly labeling what consumers should do about
particular nutrients would represent a massive step forward in popular understanding of
basic principles of nutrition and would embed this essential education on every package.

Moreover, we note that Health Canada recently proposed its own slate of improvements to
its Nutrition Facts panel.170 The changes include adding a line for added sugars (as well as
a %DV for total sugars), and other changes that are analogous to some of the
recommendations in FDA’s proposal. On the issue of the alternative format, we were
pleased to see that the revisions to the Canadian label emphasize a little more the
“nutrients of public health concern,” such as saturated/trans fat, sodium, and cholesterol,
which would be in a slightly more prominent location. The Canadian government’s
proposed changes are shown in the graphic.



Page 41

Proposed Changes to the Nutrition Facts Table

Mave caloiies up, bold
and incrgase lont Size

Remosa thin ling betwasn
Fat and Saturated
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have a %0V and are
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concem 1o get enough of
have a %DV and are
bebow the thick lme

Add footnote explaining

how fo use % DY °

Nutrition Facts
Valeur nutritive

Por 34 cup (175 g) / par 34 tesse (175 g)

Calories 170 . v el (7
Fat / Lipides 59 1%
Saturated / saturés 359 18 %
Trans /trans 029 10 %

Sodium | Sodium 450 mg 0%
Carbohydrate | Glucides 23 g

Total Sugars / Sucres totaux 18 g 18%

Added Sugars | Sucres ajoutés 12 g

Fibre / Fibres 0 g
Protein / Protéines 7g
Vitamin D/ Vitamine D 1.3 pg 9%
Caicium / Calcium 220 mg 17 %
lron [ Fer 2 mg 10 %
Potassium | Polassium 150 mg A %

I ——
"% OV or e @ P 1P OV or more i e el
B, VT o rrin Ce] jpe; 15% VD D piut. Ceed Dessacoup

Right juslity Sering Size
Add asteresk referring o footnobe
Add thick Ines (2x)

Separate DV's for trans and
saturated Tat

Updated Daily Values

Have a %DV for tolal sugars
Add a declaration for "added sugars”

Add absolute amounts

1ot witamins minarals:
Remove Vitamin A and C,
add Vitamin D and Polassium

B. We urge FDA to propose a rule to require a more legible ingredient list on
products and to group all sugars in the ingredient list.

We applaud FDA for proposing several key proposed changes to the format of the Nutrition
Facts label. However, we encourage the FDA to further improve food labels by proposing
regulations to require more legible and useful ingredient lists.

In 1978, the FDA held a series of nationwide hearings and solicited written comments on
food labeling.1’1 Since then, FDA has made no effort to improve the ingredient label.
Current guidelines require manufactures to use a type size that is at least 1/16™ inch in
height, which is now smaller than many print newspapers.172173 Aside from using small
print, many manufacturers use all capital letters, a condensed and sans serif font, minimal
kerning, and full justification. That squeezes letters and words together, making them even
more difficult to read. The format of the ingredient list contrasts sharply with the
information presented in the Nutrition Facts panel, which must use upper and lower case
letters, ensure that letters never touch, and use at least 1 point of leading (i.e., the space
between two lines of text).174

A difficult-to-read ingredient list is particularly problematic for consumers suffering from
food allergies, an estimated 9.7 percent of American adults and 6.5 percent of children.17>
The 2004 Food Allergen Labeling and Consumer Protection Act required that food products
containing “major” food allergens (milk, eggs, fish, shellfish, tree nuts, peanuts, wheat, and
soybeans) clearly declare the allergen in the ingredient list or disclose it separately under
the ingredient list by stating “Contains” followed by the allergens.176177 However, the Act
allows allergens to be printed in the same small type size as that used in the ingredient list.
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In September 2013, legislators proposed the Food Labeling Modernization Act, which
would require the FDA to modernize the ingredient list to include upper- and lower-case
letters, bullet points between adjacent ingredients, and other changes to improve the
readability (see Figure 2).178 We urge the FDA to adopt those changes to make ingredient
labels useful for consumers who want to choose safer, more healthful foods and seek out or
avoid specific food ingredients for health, religious, or other reasons.

In addition, added sugars should be grouped together (and listed in parentheses) in the
ingredient list. While adding a line in the Nutrition Facts label for added sugars would
disclose the amount of those sugars in a product, many consumers read the ingredient list
to determine the relative amount of added sugars versus other ingredients in a product.
However, when various added sugars are scattered through the ingredient list, it is tough to
compare the total amount of those sugars to other ingredients. Furthermore, many
consumers may not recognize the many guises of added sugars on food labels, such as corn
syrup, dextrose, fructose, HFCS, honey, lactose, maltose, molasses, raw sugar, and
sucrose.179

We further note that Health Canada has proposed many of our recommendations, including
grouping sugars and using bullets to separate items in the ingredient list.

Figure 2. Label Makeover
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Current Label

INGREDIENTS: ENRICHED BLEACHED FLOUR (WHEAT FLOUA, 2y
NIACIN, 1RON, THIAMIN MONONITRATE, RIBOFLAVIN, FOLIC A::dcgg:‘lg:::f‘slelgfs
ACID), SUGAR, SKIM MILK, VEGETABLE 0oL (PALM, SOYBEAN a A .
AND/OR COTTONSEED OILS), WATER, COCOA PROCESSED WITH sans serif fonts are
ALKALI, EGGS, CORN SYRUP, HIGH FRUCTOSE CORN SYRU?, hard to read.
CHERRIES, WHITE GRAPE JUICE CONCENTRATE. CONTAINS 2%
0R LESS OF EACH OF THE FOLLOWING: WHOLE WHEAT FLOUR,
CARAMEL COLOR, POLYDEXTROSE, LEAVENING (BAKING SODA,
SODIUM ALUMINUM PHOSPHATE, MONOCALCIUM PHOSPHATE),
SALT, CORN STARCH, MONO- AND DYGLYCERIDES, NATURAL AND
ARTIFICIAL FUAVORS, POLYGLYCEROL ESTERS OF FATTY ACIDS,
SODIUM ALGINATE, NATURAL COCOA EXTRACT, PROPYLENE
GLYCOL MONO- AND DIESTERS OF FATS AND FATTY ACIDS,
WALTODEXTRIN, GELLAN GUM, LACTYLIC ESTERS OF FATTY
ACIDS, SOY LECITMIN, POLYSORBATE 69, SOY FLOUR, COFFEE
CONTAINS MILK, WHEAT, EGGS AND SOY.

Better Label

Ingredient Facts

Major Ingredients: Sugars (sugar, corn
Bullets separate syrup, high-fructose corn syrup, white
ingredients. Upper grape juice concentrate) ® Skim milk @
and lower-case Refined bleached flour (wheat flour, niacin,
s : . iron, thiamin mononitrate, riboflavin, folic
serif font is easngr acid) @ Vegetable oil (palm, soybean, and/or
to read. cottonseed oils) ® Water @ Cocoa processed
with alkali @ Eggs @ Cherries

Contains 2% or less of: Whole wheat
flour ® Caramel color @ Polydextrose o
Leavening (baking soda, sodium aluminum
phosphate, monocalcium phosphate) e Salt
® Corn starch ® Mono- and diglycerides o
Natural and artificial flavors e Polyglycerol
esters of fatty acids @ Sodium alginate o
Natural cocoa extract @ Propylene glycol e
Mono- and diesters of fats and fatty acids
® Maltodextrin @ Gellan gum o Lactylic
esters of fatty acids @ Soy lecithin e Poly-
Minor ingredients sorbate 60 @ Soy flour @ Coffee

and allergens are Allergy Information: Contains MILK

listed separately. WHEAT « EGGS » SOY

XI. Recordkeeping

A. The recordkeeping requirements set out in the proposal for enforcement
purposes are clearly within the scope of FDA’s legal authority. Industry
complaints concerning the recordkeeping requirements are unjustified.

As the proposal describes, the legal backdrop for FDA’s revisions to the Nutrition Facts
Panel is clear: the Nutrition Labeling and Education Act (NLEA) of 1990 provides the FDA
with the authority to require nutrition labeling on foods. See 79 FR 11881. The NLEA
added Section 403(q) to the Federal Food, Drug, and Cosmetic Act (FD&C Act), which
specified nutrition labeling for those nutrients that the Secretary of Health and Human
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Services deems “will provide information regarding the nutritional value of such food that
will assist consumers in maintaining healthy dietary practices.” See 79 FR 11881.

In light of new scientific evidence and in response to the public comments received from
the advance notices of proposed rulemaking and citizens’ petitions, FDA issued a Proposed
Rule to update the Nutrition Facts panel and labeling (hereafter “Proposed Rule”). See 79
FR 11881. The Proposed Rule includes compliance measures specifying the need for
entities to maintain records regarding nutrient information for certain nutrients that will
facilitate enforcement of the rule.

The recordkeeping requirement is limited to those nutrients that appear on the Nutrition
Facts label for which “there is no suitable analytical procedure available to measure the
quantity of,” particularly when the final food product includes multiple forms of the
nutrient. See 79 FR 11955. Specifically, the six nutrients that the recordkeeping
requirement applies to are:

1) added sugars (“when both naturally occurring and added sugars are present in a
food”);

2) dietary fiber (“when the dietary fiber present in a food is a mixture of non-digestible
carbohydrates that do and that do not meet the definition of dietary fiber”);

3) added soluble fiber (“when the soluble dietary fiber present in a food is a mixture of
soluble non-digestible carbohydrates that do and that do not meet the definition of
dietary fiber”);

4) added insoluble fiber (“when the insoluble dietary fiber present in a food is a
mixture of insoluble non-digestible carbohydrates that do and that do not meet the
definition of dietary fiber”);

5) vitamin E (“when a mixture of [two] forms of vitamin E are present in a food”); and

6) folate (“when a mixture of both [folate and folic acid] are present in a food”).

See 79 FR 11957. The requirement includes provisions securing FDA'’s access to the
records, which are to be maintained on-site by companies. See 79 FR 11957.

This approach makes sense because, as FDA notes, “only the manufacturer will have the
information required to determine the accuracy of the declared amount.” 79 FR 11956. At
FDA’s summer Public Meeting about the Proposed Rules, FDA representatives indicated
that the agency does not anticipate that the recordkeeping requirement requires
manufacturers to keep records beyond those which they already maintain. FDA Public
Meeting on Proposed Rules on Food Labeling: Nutrition Facts Label and Serving Size, June 26,
2014.

Contrary to industry representatives’ assertions at the public meeting, it is clear that, as the
agency indicates, FDA has the authority to issue the recordkeeping requirement in the final
rule.

As an initial matter, under Section 701(a) of the FD&C Act, the FDA has “the authority to
promulgate regulations for the efficient enforcement of [the] Act.” See 21 U.S.C.S. § 371. As
are other agencies under Chevron, U.S.A., Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837
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(1984) (instructing courts to defer to an agency’s interpretation of a statute if the
interpretation is reasonable and there is no clear, contrasting legislative intent), FDA
receives considerable deference when it interprets the scope of its own powers under the
FD&C Act. See, e.g., Ass’n of Am. Physicians and Surgeons, Inc. v. FDA, 226 F. Supp. 2d 204,
211 (D.D.C 2002); Scottv. FDA, 728 F.2d 322, 324 (6th Cir. 1984) (“Even when there ‘is
more than one reasonable interpretation of [the FD&C Act], the court should follow the
interpretation urged by the FDA."”).

Further, because the primary objective of the FD&C Act is the enhancement of public
health, the FDA'’s rulemaking authority under Section 701(a) “has been broadly construed
to uphold a wide variety of assertions of regulatory power” and is valid so long as it is
reasonably related to an authorized regulatory objective. See Pharm. Mfrs. Ass'n v. FDA, 484
F. Supp. 1179, 1183 (D. Del. 1980); see also U.S. v. Nova Scotia Food Products, 568 F.2d 240,
246 (2d Cir. 1977) (finding that enforcement-related regulations are valid so long as they
are reasonably related to the purposes of the enabling legislation). A regulation has also
been deemed to be valid if it is justified in light of the entire broad “statutory scheme.”
National Confectioners Ass’n. v. Califano, 569 F.2d 690, 693 (D.D.C. 1978); see also Ass’'n of
Am. Physicians and Surgeons, Inc. v. FDA, 226 F. Supp. 2d 204, 212 (D.D.C. 2002). Because
the statutory scheme indicates, most logically, that Congress intended for the FDA to
enforce regulations that it is directed to promulgate, the recordkeeping requirement is
valid.

More specifically, regulations are also deemed consistent with the statutory scheme if they
“effectuate a Congressional objective expressed elsewhere in the Act.” See Pharm. Mfrs.
Ass’nv. FDA, 484 F. Supp. 1179, 1183 (D. Del. 1980); see also Ass’n of Am. Physicians and
Surgeons, Inc. v. FDA, 226 F. Supp. 2d 204, 213 (D.D.C. 2002) (D. D. C. 2002). In Pharm.
Mfrs., FDA issued a regulation requiring doctors to distribute information about estrogen-
containing drugs to patients to whom the drugs were prescribed. Id. at 1181. The agency
stated it promulgated the regulation to implement Sections 502(a) and 505(d) of the FD&C
Act. Id. at 1183.

The plaintiffs sued, claiming the regulation was beyond FDA'’s statutory authority. To
determine if the regulation was valid, the District Court of Delaware examined both
Sections 502(a) and 505(d). As part of its examination, the District Court also looked to
Section 201 of the Act, which defined a “misleading” label as one that “fails to reveal facts
material... with respect to consequences which may result from the use of the article to
which the labeling relates.” Id. at 1183. The District Court granted FDA’s motion for
summary judgment, finding that “[t]hese statutory provisions, combined with Section
701(a), provide direct support for the challenged regulation. Among other things they
reflect a clear Congressional objective that the users of drugs ... shall receive facts ‘material
... with respect to consequences which may result.” Id. at 1183, 1184; see also Nat’l
Confectioners Ass’n v. Califano, 569 F. 2d 690, 693 (D.D.C. 1978) (“there is no persuasive
evidence that Congress intended to immunize food manufacturers from mandatory source
coding and record-keeping,” and “the FDA’s purposes in enacting the contested provisions
of its Regulation ... reflect the objective of the Act and carry out its mandate”).
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Similarly, a number of statutory provisions in the FD&C Act provide FDA with the authority
to issue the recordkeeping requirement in the proposed rule. Section 403(q) of the FD&C
Act requires a food to indicate through labeling the amount of nutrients it contains to assist
consumers in maintaining healthy dietary practices. Further, as in the above case, other
sections of the code (specifically, 21 USC §§ 403(a)(1) and 201(n)) require these nutrient
declarations to be truthful and not misleading. Moreover, Section 301(a) prohibits the
introduction of misbranded food into interstate commerce. Taken together, these statutory
provisions reflect the Congressional objective to ensure that nutrition labels are accurate,
truthful and not misleading to enable consumers to make healthy choices. An enforcement
mechanism, like recordkeeping, is necessary to achieve this goal and prevent mislabeled
foods from entering commerce. Thus, the recordkeeping requirement is consistent with
the Congressional objectives expressed throughout the FD&C Act.

Practical enforcement considerations are also evaluated to determine their role in carrying
out the statutory scheme. See Nat’l Confectioners Ass’n v. Califano, 569 F. 2d 690, 693 (D.D.C.
1978). In Nat’l Confectioners, FDA promulgated enforcement regulations to carry out
Section 402(a)(4) of the FD&C Act, which prohibits adulterated foods in interstate
commerce. Id. at 692. The regulation placed two requirements on candymakers: 1)
encoding of shipping containers with information about the site at which the candy had
been packed; 2) and recordkeeping of the candy’s initial distribution for a period of up to
two years. Id. at 692. FDA justified the regulation by emphasizing that the encoding and
recordkeeping measures would “result in increased consumer protection” via expediting
recalls of adulterated foods. Id. at 692.

FDA pointed out that the recordkeeping provision was a “logical companion” to the
encoding requirement and “serves the same purpose in protecting the public health.” Id. at
692. A trade association of candy-makers sued, arguing that these compliance measures
were beyond the statutory authority of the agency. Id. at 692. They claimed the literal
purpose of Section 402(a)(4) was merely the prevention of contaminated foods entering
commerce and did not extended to removal measures like product recalls, with which the
encoding and recordkeeping measures were intended to assist. The District Court
disagreed, concluding that the FDA’s practical duty also includes providing remedies for
any adulterated foods present in interstate commerce, such as through product recalls.
Thus the court held that the encoding and recordkeeping requirements appropriately
assisted the agency in fulfilling its statutory mandate. Id. at 694.

Here, like the recordkeeping requirement in Nat’l Confectioners, the recordkeeping
requirement in the Proposed Rule is necessary for its practical enforcement. As the agency
makes clear, unlike other nutrients on the nutrition facts panel (e.g., sodium), there is no
suitable analytical or testing procedure to measure the quantity in a final food product of
the six nutrients in the Proposed Rule that are subject to the recordkeeping requirement.
As FDA indicates, the final food products containing the specified ingredients have a
mixture of multiple types of each nutrient that are impossible to measure separately. In
addition, it is the case as FDA asserts that food manufacturers are in the best position to
know which of its records to provide to FDA to enforce compliance via their records and
recipes. Without access to manufacturers’ records and recipes indicating the amount of
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each nutrient added to foods, there is no way for FDA to enforce its reasonable and
authorized labeling rule. As a result, the recordkeeping requirement is necessary for
practical enforcement of the rule.

Industry is mistaken to claim that the recordkeeping is “unprecedented” and “novel” and
generally a huge burden to industry. Industry Attorney Questions FDA Authority to Enforce
Added Sugars Labelling. FDA Week, INSIDE HEALTH PoLicy. July 4, 2014. First, FDA may
permit the use of an alternative means of compliance if the current means are insufficient.
See 21 C.F.R.§ 101(g)(9). Further, there are limitations on the recordkeeping requirement
in the Proposed Rule to ensure it does not become an abuse of FDA authority. The only
nutrients that are subject to the recordkeeping requirements are those for which “there is
no... official method of analysis or other reliable or appropriate analytical procedure that is
available for us to verify the amount of the declared nutrient” and FDA aims to “provide
flexibility in what records the manufacturer makes available to [FDA] to verify the declared
amount of these nutrients.” See 71 F.R. 11,956. As industry concedes, “methods that
companies have generally relied upon to ensure the accuracy of nutrition facts labels are
not available in this situation.” See Industry Attorney Questions FDA Authority to Enforce
Added Sugars Labeling. FDA Week, INSIDE HEALTH PoLicy. July 4, 2014.

Further, there is no indication that keeping and maintaining these records will be
particularly burdensome or problematic for food manufacturers. According to FDA, “Most
manufacturers should already have the type of records needed to validate the declared
amount of each of these nutrients.” See 79 FR 11956. FDA emphasized this at the Public
Meeting about the Proposed Rules, where representatives stated, “We do not anticipate
that the proposed rule on added sugars will require food manufacturers to keep any
additional records beyond records they currently keep.” Public Meeting, Proposed Rules
on Food Labeling: Nutrition Facts Label and Serving Size. June 26, 2014. In fact, “food
manufacturers already must keep records on the content and production process of foods.
Requiring added sugar measurement isn’t expected to add to this record-keeping load.”
Gretchen Goldman, Five Things Sugar Interests Get Wrong about FDA Added Sugars Labeling,
THE EQUATION (July 1, 2014), http://blog.ucsusa.org/five-things-sugar-interests-get-wrong-
about-fda-added-sugars-labeling-576.

Anticipating industry claims that it has concerns about maintaining the confidentiality of
recipes and records, the FDA further notes in the proposal that “[w]e anticipate that
manufacturers may have concerns about the confidentiality of the information inspected by
us under this proposal. We would protect confidential information from disclosure,
consistent with applicable statutes and regulations, including 5 U.S.C. § 552(b)(4), 18 U.S.C.
§ 1905, and 21 C.F.R. part 20.” See 79 FR 11957.

XII. Conclusion

In conclusion, CSPI strongly supports FDA's proposal to update the Nutrition Facts and
Supplement Facts labels and urges the agency to finalize the proposed rules expeditiously.


http://blog.ucsusa.org/five-things-sugar-interests-get-wrong-about-fda-added-sugars-labeling-576
http://blog.ucsusa.org/five-things-sugar-interests-get-wrong-about-fda-added-sugars-labeling-576
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In particular, we support the mandatory declaration of added sugars and the enlarged
declaration of calories on labels. With the current obesity epidemic and a type 2 diabetes
epidemic expected within a few decades, the FDA has an obligation to ensure that food
labels give consumers the tools they need to protect their health.
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