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EXECUTIVE SUMMARY

The Food and Drug Administration’s (FDA) Office of Nutritional Products,
Labeling, and Dietary Supplements (ONPLDS) is responsible for numerous essential
public health and consumer protection programs ranging from ensuring the quality of
infant formula to making sure that ingredient and nutrition information on food packages
is honest and accurate.  

Despite the key role that ONPLDS plays in protecting the health and well-being
of all Americans, the Office’s resources in terms of full-time equivalent (FTE) staff
members at headquarters (excluding staff working on dietary supplement issues) has
significantly declined by more than half over the last decade. 

This reduction in staff is all the more significant considering that the
responsibilities of ONPLDS have greatly increased over the same time period.  As a
result of changes in the law, marketing trends, and new technologies, the Office has
been forced to take on entirely new responsibilities, such as approving health claims,
reviewing the appropriateness of requirements for standardized foods, monitoring food
labeling claims on the Internet, and grappling with entirely new product categories such
as functional foods.

To effectively accomplish its mission, ONPLDS’ budget should be increased by
$30 million phased in over the next three fiscal years.  The investment of this relatively
small amount, less than 2% of FDA’s current budget, could yield health and economic
benefits that would save many more millions of dollars per year in terms of reduced
health care expenditures and improved productivity.  Thus, even in a time of budget
deficits, increasing ONPLDS’ budget by this amount to obtain benefits that are
substantially greater would be justified.  If necessary, Congress should shift funds away
from programs that produce fewer public benefits relative to government expenditures
and provide ONPLDS with the funding it needs to accomplish its mission.
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1 The House of Representatives Appropriations Subcommittee on Agriculture, Rural Development,
Food and Drug Administration and Related Agencies had asked FDA for a detailed assessment of how
much it would cost to implement ONPLDS’ Strategic Plan (10 Year Plan) for the Dietary Supplement
Health and Education Act (DSHEA).  On May 29, 2002, FDA presented Congress with a “cost out” for
implementing DSHEA, which estimated that ONPLDS would need from $90 million to $160 million over a
five-year period.  Dietary Supplement Strategic Plan Cost Out, available at
http://www.cfsan.fda.gov/~dms/ds-stra2.html [hereinafter Cost Out].  This report will not duplicate FDA’s
detailed breakdown of the sums it needs to implement DSHEA.

INTRODUCTION

The Food and Drug Administration’s (FDA) Office of Nutritional Products,
Labeling, and Dietary Supplements (ONPLDS) is responsible for numerous essential
public health and consumer protection programs.  These programs include:

! ensuring that foods are honestly labeled;

! guaranteeing the quality of infant formula; 

! regulating dietary supplements;

! enforcing standards for medical foods used by hospital and nursing home
patients, as well as foods for special dietary use purchased by diabetics,
consumers with allergies, and others with sensitive medical conditions;

! promoting the nutritional well-being of all Americans by conducting research
on the nutritional status of the American population;

! providing FDA with clinical expertise to help ensure that nutrients in fortified
foods are consumed in safe amounts;     

! verifying that the ingredient lists and the Nutrition Facts labels on hundreds of
thousands of packaged foods are accurate;

! approving new health and nutrient content claims that appear on food labels;

! determining the minimal amount of key ingredients in standardized foods
ranging from mayonnaise to frozen cherry pie and;

! assessing whether the percentage of particular ingredients needs to be
disclosed to prevent consumer deception. 

The purpose of this report is to ascertain how resource limitations are affecting
ONPLDS’ ability to fulfill its responsibilities.  Given the importance of those
responsibilities, it is essential that ONPLDS receives adequate funding to accomplish its
mission. 

Part I of this report will specifically review each major aspect of ONPLDS’
responsibilities and discuss the degree to which resource limitations are affecting the
Office’s ability to fulfill its mission.  FDA, in response to a request from Congress,1 has
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2 Following a critical report by the Inspector General for the Department of Health and Human
Services, Congress gave FDA additional funding to improve its adverse event reporting system and
enforcement capabilities for dietary supplements.  Department of Health and Human Services, Office of
Inspector General, Adverse Event Reporting for Dietary Supplements ii (OEI-O1-00180 April 2001). 

recently completed a detailed assessment of the additional resources it needs to
effectively accomplish its mission in the area of dietary supplements.2  Because this
information has already been submitted to Congress, this report will focus on estimating
the amount of additional resources that ONPLDS needs to fulfill other aspects of its
mission.    

Part II of this report will examine a number of emerging issues related to scientific
and technological developments, changes in the law, marketing trends, and other factors
that are likely to tax ONPLDS’ resources to an even greater extent in the future and
further undermine its ability to fulfill its mission of protecting consumer health.

Part III of this report analyzes the Office’s workload in terms of pending
rulemaking petitions and proceedings and discusses the impact of budgetary shortfalls
on the Agency’s ability to take timely action on those matters.  Part III also evaluates the
impact of budgetary shortfalls on ONPLDS’ ability to enforce the law, and reviews the
impact of this problem on consumers and the food industry.  

Part IV of this report documents the decline of resources over the last decade. 
This report concludes that without a phased in budget increase of $30 million over the
next three years, ONPLDS will be unable to administer adequately the provisions of the
Federal Food, Drug, and Cosmetic Act (FDCA) for which it is responsible.
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3 FDA’s mission is to ensure that “foods are safe, wholesome, sanitary, and properly labeled.”
FDCA § 903, 21 U.S.C. § 393. 

4 Announcement, FDA, Realignment:  CFSAN’s Office of Nutritional Products, Labeling, and
Dietary Supplements (Feb. 2, 2003), available at www.cfsan.fda.gov/~dms/onplds.html.

5 Id. FDA stated that there was no change in the number of personnel, only a reorganization. 
Telephone conference between Joseph A. Levitt, Dir., CFSAN, Bruce Silverglade, and Ilene Ringel Heller,
CSPI (Feb. 12, 2003). 

PART I - FDA’S OFFICE OF NUTRITIONAL PRODUCTS,
LABELING AND DIETARY SUPPLEMENTS:

RESPONSIBILITIES AND CURRENT ACTIVITIES

A.  OVERVIEW OF MISSION AND STAFFING
FDA is divided into six “centers” that address each of the areas that the Agency

regulates:  food, drugs, cosmetics, medical devices, biologics and veterinary medicine. 
The Center for Food Safety and Applied Nutrition (CFSAN) has jurisdiction over food
safety and nutrition, including food labeling.3  There is presently one entity within
CFSAN that is responsible for the Agency’s nutrition and food labeling mission — the
Office of Nutritional Products, Labeling, and Dietary Supplements (ONPLDS).  

ONPLDS, which is headed by Dr. Christine Taylor, was recently reorganized.4
The purpose of the reorganization was to align ONPLDS’ divisions by product category,
rather than by function.  The Office is now organized as follows:

! Office of the Director – includes the Outreach and Education Team, Associate
Director for Clinical Affairs, and Special Assistants.

! Division of Dietary Supplement Programs – focal point for dietary supplement
issues and enforcement actions.

! Division of Nutrition Programs and Labeling – oversees health claims for
conventional foods and dietary supplements. 

! Division of Food Labeling and Standards – handles non-nutrition labeling, e.g.,
allergen, biotechnology and irradiation labeling; food labeling, standards of identity,
and compliance. 

! Division of Research and Applied Technology – undertakes methods
development and research to support the work of the Office.  

! Infant Formula and Medical Foods Staff – deals with infant formula issues,
regulation and policy development.5
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6 CFSAN, Ten Year Budget Summary for OFL, OSN, and ONPLDS Center/Field Activities FY
1993-FY 2002. The chart is reproduced as Appendix I.  The chart was provided by William K. Hubbard,
Senior Associate Commissioner for Policy Planning and Legislation to CSPI on May 8, 2002 in response
to a Freedom of Information Act (FOIA) Request. Although the chart lists the number of ONPLDS
employees as 70, FDA stated in subsequent correspondence, that the number of ONPLDS employees is
69. E-mail correspondence from Theresa L. Thomas, CFSAN,  to Ilene Ringel Heller, CSPI (June 14,
2002).  

7 Id.  The number of field personnel represents the number of field employees requested.  The
number actually utilized may differ.

8 It is important to note that in response to a question from Rep. Henry Bonilla, FDA stated that the
budget for food labeling in FY 2002 was $13.4 million and that there were 110 FTEs.  House of
Representatives Appropriations Subcommittee on Agriculture, Rural Development, Food and Drug
Administration, and Related Agencies, 107th Cong. 2nd Sess. (2002), Part 5 at 195.  The seeming
incongruity between these statistics and the ones provided to CSPI pursuant to a FOIA request has not
been explained by the Agency.

9 Letter from Christine Lewis [Taylor], Acting Dir., ONPLDS, to FDA/CFSAN Stakeholders and
Colleagues (Feb. 4, 2000) (on file at CSPI).

10 Although CFSAN has recently announced that it is going to devote more resources to its
Consumer Health Information for Better Nutrition Initiative, this is a temporary one-time allocation for only
one of ONPLDS’ many programs.  Press Release, FDA, New FDA Plan for Rating Health Claims by Food
Makers (July 7, 2003).

11 Cost Out, supra note 1.

The Office is staffed by a total of 69 FTEs, and its budget is $6.6 million.6  For FY
2000, FDA stated that it would request up to 59 FTEs in the field and a budget of $5.9
million for field activities7 related to ONPLDS.8

Nutrition and food labeling used to be the responsibility of two separate divisions
– the Office of Food Labeling and the Office of Special Nutritionals.  However, on
January 31, 2000, FDA combined the Offices into a single merged entity.9  That step
contributed to a long-term reduction of resources devoted to this area.  In FY 1994,
those Offices had more than 100 FTEs at their disposal.  ONPLDS continues to be
charged with implementing all of the functions formerly associated with the Office of
Food Labeling and the Office of Special Nutritionals, plus significant new legislative and
regulatory mandates, but with greatly reduced resources and staff.10 

B.  SPECIFIC RESPONSIBILITIES OF ONPLDS

1.  Dietary Supplements
A large portion of ONPLDS’ resources are currently spent implementing the

Dietary Supplement Health and Education Act of 1994 (DSHEA).  The Agency states
that 23.5 FTEs, which account for more than a third of ONPLDS’ $6.6 million budget,
are devoted to regulating dietary supplements.11  Still, FDA estimates that it needs an
increase of at least $90 million over a 5-year period to fully implement and administer
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12 Id.

13 Pub L. No. 101-535, 104 Stat. 2353 (1990) (codified at 21 U.S.C. §§ 343 (q) and (r)).

14 FDCA § 403(r)(3)(B), 21 U.S.C. § 343(r)(3)(B).

DSHEA.12  The Agency’s budget estimates for adequately addressing just this single
area of ONPLDS’ responsibility, dietary supplements, indicates the scope of the Office’s
budgetary problems.  Dietary supplement regulation is only one of more than a dozen
major public health programs for which ONPLDS is responsible.  This report will focus
only on those additional responsibilities given that the Agency has already provided
Congress with a detailed estimate of the additional resources it would take to address
its responsibilities in the area of dietary supplements.

2.  The Nutrition Labeling and Education Act 
The Nutrition Labeling and Education Act of 1990 (NLEA)13 authorizes FDA to

approve health and nutrition claims on food labels ranging from “This food is high in oat
bran, which may reduce the risk of heart disease” to simply “Low Fat.”  Such claims are
of great importance to companies that consider them to be essential marketing tools. 
Approval of such claims, by law, requires notice-and-comment rulemaking in most
cases and is a formidable task that competes with the Agency’s responsibilities under
DSHEA.  The NLEA also requires nutrition labeling of more than $450 billion worth of
food (more than 30 times the dollar value of dietary supplements) purchased by
American consumers each year.  The resources needed to administer and enforce each
of those programs required by the NLEA will be discussed in turn.

a)  Approval of Health Claims

Under the NLEA, manufacturers may only make claims linking the consumption
of a nutrient to the reduced risk of a disease if ONPLDS authorizes the health claim
prior to marketing.  Health claims are typically approved pursuant to a rulemaking
proceeding after the Agency receives a petition from a manufacturer.14  Rulemaking is a
resource-intensive process.  Proposed and final rules require extensive analyses in the
Federal Register.  For example, the final rule approving the health claim linking
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15 64 Fed. Reg. 57,700-57,733 (Oct. 26, 1999).

16 FDA, Health Claims that Meet Significant Scientific Agreement (visited Sept. 16, 2003),
available at http://www.cfsan.fda.gov/~dms/lab-ssa.html.

17 FDCA § 403(r)(4)(A), 21 U.S.C. § 343(r)(4)(A).

18 Pub. L. No. 105-115, 111 Stat. 2296 (1997).

19 FDCA § 403(r)(3)(C), 21 U.S.C. § 343(r)(3)(C).

20 Manufacturers using the abbreviated procedure must notify FDA at least 120 days prior to
marketing a product with a health claim based upon an authoritative statement from a government agency with
scientific expertise.  The manufacturer must also submit a balanced representation of the scientific literature on
which the claim is based.  Once those steps are taken, a claim can be made unless FDA, within a 120-day
period, issues an interim final regulation prohibiting the claim or successfully sues the company in court.  21
U.S.C. § 343(r)(3)(C) and (D).  FDA permits health claims linking potassium and the risk of high blood pressure
and stroke, and whole grain food and the risk of heart disease and certain cancers that were based on
authoritative statements.  At least 11 petitions have been filed.  http://www.cfsan.fda.gov/~dms/lab-hlth.html.

FDA has approved this claim because
it is supported by significant scientific
agreement.

consumption of soy protein with a reduced risk of coronary heart disease occupied 34
pages of the Federal Register.15  Currently, 12 health claims have been adopted
through notice and comment rulemaking following FDA’s determination that “based on
the totality of publicly available scientific evidence” there is “significant scientific

agreement” among qualified experts to
support the various claims.16

Under the law, FDA must issue a final
rule within 540 days after a petition is
received.17  Congress mandated this time
frame for action in the FDA Modernization
Act of 1997 (FDAMA),18 but did not provide
the Agency with any additional resources to
administer this requirement.  

Through FDAMA, Congress also
sought to increase the number of health
claims authorized by the Agency.  Under 
those amendments, the Agency is obligated
to authorize a claim that is supported by an
authoritative statement from a federal agency
with scientific expertise or from the National
Academy of Sciences (NAS).19  As a result,
the Agency’s workload increased yet again
without a corresponding increase in
appropriations.  The Agency must review
each abbreviated petition that is submitted.20
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21 http://www.cfsan.fda.gov/~dms/qhc-sum.html.  Qualified health claims are those that do not
meet the significant scientific agreement standard set by Congress for foods and adopted by FDA for
dietary supplements.  Pursuant to the court ruling in Pearson v. Shalala, 164 F.3d 650 (D.C. Cir. 1999),
FDA is required to consider whether dietary supplement claims that do not meet the significant scientific
agreement standard can be made truthful and not misleading through the use of a qualifying statement
regarding the level of scientific support or FDA’s disagreement with the claim. FDA has authorized the
following qualified claims linking: (1) folic acid and the reduction of neural tube defects; (2) omega-3 fatty
acids and the reduction of coronary heart disease (CHD); (3) B vitamins and CHD; (4) antioxidant vitamins
and a reduction of risk of certain cancers; (5) selenium and the reduction of cancer risk; and (6)
phosphatidylserine and a decreased risk of cognitive dysfunction and dementia.

22 Letters from Christine Taylor, Dir., ONPLDS to D.J. Soetaert, Pres., International Tree Nut
Council and Sarah Taylor, Attorney, California Walnut Council (July 14, 2003), available at
http://www.cfsan.fda.gov/qhcnuts.htm and http://www.cfsan.fda.gov/qhcnuts2.html.

23 Press Release, FDA, FDA Announces Initiative to Provide Better Health Information for
Consumers (Dec. 18, 2002), available at http://www.fda.gov/bbs/topics/News/2002.

24 FDA, Guidance for Industry: Qualified Health Claims in the Labeling of Conventional Foods and
Dietary Supplements (Dec. 18, 2002), available at http://www.cfsan.fda.gov/~dms/guidance.html.

The courts have also required the Agency to take on more responsibility in this
area.  Pursuant to a court order, ONPLDS must now consider approving “qualified”
health claims for dietary supplements (e.g., claims based on preliminary scientific
evidence) that are accompanied by an Agency-drafted disclosure aimed at preventing
consumers from being misled.  To date, the Agency has authorized the use of six
qualified claims for dietary supplements.21 It authorized the first qualified health claim for
conventional food – peanuts and tree nuts – in July 2003.  That claim  links the
consumption of specific varieties of nuts with a reduction of coronary heart disease.22  

 After years of stating that the Agency was bound by statute to approve only
those health claims for foods that were supported by “significant scientific agreement,”
FDA has decided that it can exercise its enforcement discretion and permit the use of
claims not meeting this standard so long as “appropriate qualifying language” can be
used to prevent the claims from being inherently misleading.

On December 18, 2002, FDA announced that it would apply the criteria
announced in an October 6, 2000 policy statement implementing the Pearson decision
to both supplements and conventional foods.23  In addition, it announced that it would
now be applying the same standard as the Federal Trade Commission (FTC) for
determining whether a health claim is inherently misleading:  the “reasonable consumer”
test.24   

By announcing this policy change, FDA will be dramatically increasing the
number of petitions filed by food companies for new health claims.  Even if
manufacturers cannot demonstrate that there is significant scientific agreement for the
desired claim, they may now be able to make a health claim for food with qualifying
language.  As a result, manufacturers will be more inclined to invest the time in filing
petitions.
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25 Press Release, FDA, FDA to Encourage Science-Based Labeling and Competition for Healthier
Dietary Choices (July 10, 2003).

26 67 Fed. Reg. 78,234 (Dec. 23, 2002).

27 Whitaker v. Thompson, 248 F. Supp. 2d 1 (D.D.C. 2002) (Pearson III) (emphasis added).

28 FDA, Nutrient Content Claim, Notification for Choline Containing Foods (Aug. 30, 2001),
available at http://www.cfsan.fda.gov/~dms/flcholin.html.

29 Letter from L. Robert Lake, Dir., Regulations and Policy, FDA to Carbolite Foods, Inc. (Jan. 15,
2003).

Moreover, FDA will need to expend valuable resources on consumer surveys to
determine how consumers are likely to interpret various kinds of claims, disclaimers,
warnings, cautionary statements, notice statements and classification systems based on
the level of evidence in support of a claim25 that might appear in labeling.  In a request
for approval to conduct one such survey, FDA indicated that it will need to question
7,000 individuals.26

Such surveys may become standard for claims not meeting the significant
scientific agreement standard.  Under the latest court decision applying the Pearson
decision, the U.S. District Court for the District of Columbia concluded that FDA may not
ban any health claims unless “there was little-to-no scientific evidence in support of the
claim and where the government could prove that the public would be deceived by the
claim even with the use of accompanying disclaimers.”27 

Thus, unless FDA can apply the conclusions of a generic consumer label survey
to all types of qualifying statements for health claims, it will be compelled to conduct
consumer comprehension surveys on each qualifying statement proposed for a
particular health claim.  This will, no doubt, further deplete Agency resources.

b)  Approval of Nutrient Content Claims 

Section 403(r) of the FDCA also prohibits manufacturers from making claims
concerning the presence or absence of a particular nutrient unless FDA has issued a
regulation permitting companies to make the claim and specifying the terms that may be
used to describe the amount of the nutrient in the product, e.g., good source, high, low,
etc.  Manufacturers may petition FDA for a rule permitting the adoption of a nutrient
content claim or seek approval of a claim based on an authoritative statement of
another expert body.  This area of the Act requires the Agency to continually monitor
advances in the field of nutrition to determine whether new nutrition claims should be
approved.  For example, FDA has decided to permit a manufacturer to make a nutrient
content claim for choline.28  But it denied a request to approve the brand name
“Carbolite” as an implied nutrient content claim.29  

This area of the Act also requires the Agency to be vigilant and take enforcement
action against unapproved nutrient content claims.  For example, ONPLDS has had to
send a series of warning letters to manufacturers of “low carbohydrate” bars informing
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30 E.g., Warning Letter from John B. Foret, Dir., Division of Compliance and Enforcement,
ONPLDS to Dave Day, Pres., Nu-Day Snacks, Inc. (June 25, 2001). 

31 E.g., Warning Letter from John B. Foret, Dir., Division of Compliance and Enforcement,
ONPLDS to Doug Levin, CEO, Fresh Samantha, Inc. (June 4, 2001).

32 Press Release, Florida Department of Agriculture and Consumer Services, Be Wary of Diet
Food Claims, Bronson and Geller Caution, (September 4, 2001), available at
http://www.doacs.state.fl.us/press/2001/09042001.html.

The NLEA permits claims that a product is a good or excellent source of
a particular nutrient or low in a nutrient that needs to be limited so long
as the claim is specifically authorized by regulation.  Other claims such
as “low carbohydrate” are impermissible but remain popular in the
marketplace.  

them that such claims constitute unauthorized nutrient content claims, and faulting them
for basing their label claims on laboratory analyses that failed to include sugar
alcohols.30 

ONPLDS has also had to expend resources to address erroneous label claims on
foods boasting botanical ingredients, a new industry trend that includes products such
as iced tea with added gingko biloba.  The Agency had to issue warning letters to
manufacturers informing them that highlighting botanical ingredients on food labels
constitutes unapproved nutrient content claims.31

The need for more attention to nutrient content claims is underscored by an
eight-month study of the accuracy of nutrition claims for diet products by the Florida
Department of Agriculture and Consumer Services.32  It revealed that all 67 of the items
tested were misbranded.  The study found that 84% of products labeled “no sugar” or
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33 Moreover, “low carbohydrate” claims are impermissible under federal law.

34 See note 32 supra.

35 Gary A. Zarkin et al., Potential Health Benefits of Nutrition Label Changes, 83 Amer. J. Pub.
Health 717-723 (May 1993).  

36 FDCA § 403(q)(2)(A)(B), 21 U.S.C. § 343 (q)(2)(A)(B).

37 65 Fed. Reg. 39,414 (June 26, 2000).

38 FDA estimates that within three years after the implementation of a mandatory disclosure of
trans fat, the rule could annually prevent at least 600 cases of coronary heart disease and 240 deaths. 
See discussion infra note 176 and accompanying text.

“low carbohydrate”33 contained too much of the nutrients to justify such claims.  Almost
30% of the products tested for “low fat” claims contained more fat than claimed.34 

c)  Mandatory Nutrition Labeling

ONPLDS is responsible for ensuring the completeness and accuracy of the
“Nutrition Facts” label that appears on virtually all food packages.  This is the means by
which consumers can compare foods based on calories, as well as fat, cholesterol,
sodium, and other nutrients, and choose foods that can improve their diets and reduce
their risk of disease.  The Nutrition Facts label serves an important public health
function as “relatively small changes in nutrient intakes may generate large public health
benefits.”35  

Congress has recognized that the Nutrition Facts label should be updated
periodically to keep pace with scientific advances and has specifically authorized FDA to
change the label from time to time.36  For example, the Agency has asked for public
comment on whether the amount of added sugars should be disclosed on the Nutrition
Facts label.37  Updating the Nutrition Facts label is a worthwhile effort,38 but it can be a
major drain on ONPLDS’ resources.  For example, FDA was petitioned in 1994 to
require the disclosure of trans fatty acids.  The Agency initially proposed a regulation in
1999, issued a modified version in 2000 in light of public comment, and reopened the
comment period in 2002.   A final rule requiring that trans fat be listed on product labels
beginning in 2006 was adopted on June 9, 2003.  However, an ultimate resolution of
many of the controversial issues that had greatly delayed the issuance of the final rule
was deferred for consideration in yet another rulemaking proceeding.    

ONPLDS must also ensure that the Nutrition Facts label is accurate.  FDA last
surveyed and analyzed a representative sample of 300 processed food products
marketed from 1994 to 1996 to provide an indication of the level of compliance with
what were then new NLEA regulations.  The surveys revealed that while the overall
consistency between the laboratory and label values for nutrients was high, certain
areas needed improvement.  For example, in 1996, there was what FDA characterized 
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39 Analysis of 300 Foods with Nutrition Label and Education Act (NLEA) Label Requirements, FDA
Contract Number: 223-92-2185.

40 We were unable to locate additional surveys.  FDA officials refused to confirm whether it had
conducted additional surveys for nutrition label compliance.

41 ConsumerLab.com, Product Review: Nutrition Bars (Energy Bars, Protein Bars, Diet Bars, and
Meal-Replacement Bars) (2001), http://www.consumerlab.com/results/nutbars.asp.

42 Id.

The NLEA requires that food labels contain a Nutrition Facts panel. 
But ONPLDS has been unable to monitor the accuracy of this
information effectively.

as “lower % consistency” with respect to the labeling of Vitamin A.  Other nutrients such
as cholesterol, dietary fiber, calcium, and iron were listed as “moderate consistency.”39

Despite these findings, FDA has failed to conduct any follow-up surveys.40  The
absence of systematic enforcement is troubling in light of several developments that
indicate that many Nutrition Facts labels may be inaccurate.  For example, a review of
so-called nutrition bars by the independent testing laboratory ConsumerLab.com
revealed that “an alarming 60% failed to meet their labeling claims.”41  The most
common problem found was undeclared carbohydrates.  ConsumerLab.com found that
half of the 30 bars tested exceeded the level of claimed carbohydrates.  Some of the
products may have exceeded the claimed levels because the levels listed did not
include glycerin as a carbohydrate as is required by FDA rules.  Seven of the products
contained more sodium than what was declared on the label.  Four of the products
contained two to three times more sodium than the amount claimed.   Four products
had higher than the claimed amounts of saturated fat.42  
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43 Maggie Farley, She’s Getting the Skinny on Food Labeling, L.A. Times, May 19, 2002 at A16.

44 Warning Letter from Dennis K. Linsley, FDA District Dir., San Francisco, to Raymond P. Oldach,
VP, Manufacturing and Plant Manager, Campbell Soup Supply Co. (Mar. 12, 2002). 

45 67 Fed. Reg. 12,918 (Mar. 20, 2002). Docket number corrected, 67 Fed. Reg. 38,913 (June 6,
2002).  Recently, however, the Agency did propose to update the types and the nutritional labeling values
of the 20 most frequently consumed raw fruits, vegetables and fish in the United States.

Class action attorneys have also recognized that the Nutrition Facts label may be
inaccurate.  For example, Pirate’s Booty, a popular snack-food product used by dieters,
is now the subject of a $50 million class action lawsuit that claims that the product has
significantly more calories and more than three times the fat than what was declared on
the label.  One member of the class action team explained, “Americans assume that
someone is watching that the company’s claims are policed carefully.  Well, FDA is
overburdened.  This lawsuit is our message to the company.”43  However, class actions,
while noteworthy, do not substitute for effective enforcement of labeling regulations by
the federal government.  Rather, these and other actions reflect the inability of ONPLDS
to enforce the law given its limited resources. 

For its part, FDA did send a warning letter— to the Campbell Soup Company
with respect to its Prego brand Three Cheese Pasta Sauce— because the Agency’s
analysis revealed that the amount of Vitamin C in the product was approximately one-
third of what it should have been in one sample and only 21.9% in another.44  This
violation, by a major manufacturer,  likely represents only the “tip of the iceberg.”  But
without more resources, ONPLDS will never be able to assure the American public that
the Nutrition Facts label is accurate.

d)  Voluntary Nutrition Labeling of Raw Fruits, Vegetables and Fish

            Every four years, ONPLDS must also update FDA guidelines for voluntary
nutrition labeling of the 20 most frequently consumed varieties of raw fruits, vegetables,
and fish in the United States.  ONPLDS must monitor this program and publish
proposed updates or a notice that nutritional data for these commodities have not
changed.45  This work represents yet another responsibility for ONPLDS.
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46 FDCA § 201(g)(1)(C), 21 U.S.C. § 321(g)(1)(C).

47 68 Fed. Reg. 22,341 (Apr. 28, 2003).

48 FDA, CFSAN 2001 Program Priorities Report Card (Jan. 28, 2002), at ¶ 42.  

STRUCTURE/FUNCTION CLAIMS FOR FOODS
THAT ONPLDS DOES NOT SCRUTINIZE

• Helps promote urinary tract health
• Maintains intestinal flora
• Maintains optimum eye health
• Supports the immune system
• Promotes Digestion
• Boosts Stamina

3.  Structure/Function Claims
Since 1938, manufacturers of

foods have been permitted to make
claims that a product affects a
structure or a function of the body.46 
Up until recently, however, very few
manufacturers made such claims. 
That changed after 1994, when dietary
supplement manufacturers gained the
authority to make what are now
commonly referred to as
“structure/function claims” and their
sales soared.  Food manufacturers
soon rediscovered their right to make such claims and the financial benefits that such
claims could create. 

Unfortunately for consumers, structure/function claims do not require premarket
approval from the FDA and, although they are not supposed to be “false or misleading,”
there is little FDA enforcement in this area.  In fact, FDA is hesitant to bring any
enforcement actions because ONPLDS does not have the resources to develop
substantiation standards for such claims. 

4.  Infant Formula 
The Infant Formula Act of 1980 sets minimum and maximum levels of specified

nutrients for formulas.  FDA may revise the list.  The Agency is also authorized to
establish quality control requirements for infant formula and must oversee product
recalls.  On July 9, 1996, FDA issued a proposed rule to establish requirements for
current good manufacturing practices and audits, establish requirements for quality
factors, and amend its quality control procedures, notification, and records and reports
requirements.  Nearly seven years later, FDA reopened the comment period to receive
new information.  While this rulemaking was pending, there was an outbreak of E.
Sakazaki among 10 infants in a Tennessee hospital.  One of them died.47  

 In 2001, ONPLDS completed reviews of 28 notifications for new infant formulas
within the 90-day time frame specified in the Act.48  In November 2002, it alerted the
public regarding the voluntary recall of powdered infant formula by Wyeth Nutritionals. 
Certain lots may have been contaminated with a pathogen that in rare cases can cause
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49 Press Release, FDA, FDA Alerts Public Regarding Recall of Powdered Infant Formula P002-46
(Nov. 1, 2002).

50 FDA, Agency Response Letter from Alan Rulis, Office of Food Additive Safety and Christine
Lewis [Taylor] to Henry Linsert, Jr., GRAS Notice No. GRN 000041 (May 17, 2001).

51 Phil Wallace, Formula Makers to Add Fatty Acids to Products, Food Chem. News at 22, Jan.
21, 2002.

52 Warning letter 2001-DT-28 from Raymond V. Mlecko, District Dir., Detroit, to Peter R. Dolan,
Bristol-Myers Squibb Co. (Aug. 29, 2001).

bacterial infections in the blood, meningitis, or
severe intestinal inflammation.  The formula
was distributed nationwide and amounted to
1.5 million cans.49

New scientific developments have
complicated ONPLDS’ work in the area.  In
May 2001, FDA did not object to a
manufacturer’s self-determination that
docosahexaenoic acid-rich single cell oil
(DHASCO) is a generally recognized as safe
(GRAS) source of DHA for use in infant
formula.50  DHA is believed to aid brain and eye
development.  Mead Johnson Nutritionals and
Abbott Laboratories’ Ross Products Division
are marketing formulas containing DHASCO as
a source of DHA.51  Similar notifications for
novel ingredients may require ONPLDS to
devote greater resources to this area in the
future.

In addition, ONPLDS is responsible for
monitoring infant formula labels for errors.  For
example, FDA sent Bristol-Myers Squibb a
warning letter when it discovered that instructions for Enfamil Nutramigen Hypoallergic
Ready-to-Use Formulas that were appropriate in English had not been properly
translated into Spanish.  Although the English directions stated that consumers should
not add water, the Spanish version called for dilution.  Similarly the Spanish-language
instructions for the powdered version of the formula required more water than was
appropriate.  Parents following the Spanish directions would not be providing adequate
nutrition to their infants.52

FDA has been trying to finalize a rule
establishing good manufacturing
practices for infant formula since 1996. 
Last year, 1.5 million cans of formula
were recalled by Wyeth Nutritionals
because of contamination with a food
borne pathogen that can cause bacterial
infections in the blood, meningitis, or
severe intestinal inflammation.
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53 21 U.S.C. § 350(c)(3).

54 The last update occurred in 1996 when FDA revoked regulations for foods used to regulate
sodium intake and food labeled for use by diabetics.  61 Fed. Reg. 27,771, 27,779 (June 3, 1996). 
Nevertheless, some manufacturers might try to pressure FDA to resurrect this category.  After the NLEA
was passed, FDA explained that products in compliance with “foods for special dietary use” regulations
were not subject to more stringent health claim requirements such as the limits on disqualifying levels of
particular ingredients.  58 Fed. Reg. 2,478, 2,482 (Jan. 3, 1993).

55 21 U.S.C. § 360(ee)(B)(3).

56 See discussion infra note 133 and accompanying text.

5.  Other Foods for Use by Special Populations
ONPLDS has responsibility for regulating foods used by consumers with chronic

and acute health problems.  They include:          

a)  Foods for Special Dietary Use 

           Foods for Special Dietary Use are products that are: 1) used for supplying
particular dietary needs which exist by reason of a physical, physiological, pathological
or other condition such as convalescence, pregnancy, and need to control sodium
intake; 2) used for supplementing or fortifying the ordinary or usual diet with any vitamin,
mineral, or other dietary property; or 3) used for supplying a special dietary need as the
sole item of the diet.53  Products in this category include hypoallergenic foods, certain
infant foods, and products useful in reducing or maintaining weight.  Specific regulations
governing such foods are codified at 21 C.F.R. § 105 Subpart B.  FDA has not updated
these provisions in years54 despite the fact that the food industry has embarked on a
new effort to provide consumers with so-called functional foods aimed at addressing
numerous health problems.  These products need to be subjected to specific regulatory
requirements in order to ensure that they are labeled properly and contain ingredients
safe for use in foods.

b)  Medical Foods

            Medical foods are foods formulated for use under a doctor’s supervision.  They
are intended  “for the specific dietary management of a disease or condition for which
distinctive nutritional requirements, based on recognized scientific principles are
established by medical evaluation.”55  Examples of such products include TraumaCal
Liquid used to feed burn patients and Travasorb Hepatic Powder for patients suffering
from liver failure.  Other products for serious conditions such as heart disease, which
are labeled for use only under a physician’s supervision, are being marketed directly to
consumers.56  Although FDA has recognized the importance of adopting regulations in
this area, the Agency has not followed its issuance of an Advanced Notice of Proposed
Rulemaking with a proposed rule.  Instead, it has issued a notice of intent to withdraw
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57 68 Fed. Reg. 19,766 (Apr. 22, 2003).

58 Elizabeth Frazao, High Costs of Poor Eating Patterns in the United States in America’s Eating
Habits: Changes and Consequences, 5-32  (Elizabeth Frazao ed., Economic Research Service, U.S.
Department of Agriculture, Agriculture Information Bulletin No. 750, 1999).

this proceeding because it has been pending for more than five years.57  As discussed infra,
Part III.B.2, regulation in this area should be a high priority, not endlessly delayed and then
ignored.

6.  Scientific Research 
ONPLDS’ Division of Science and Nutrition Policy serves as the principal Agency

liaison for activities under the National Nutrition Monitoring System; participates in
working groups of the Interagency Board on Nutrition Monitoring and Related Research;
reviews national dietary guidance; and develops and evaluates national nutrition
objectives such as Healthy People 2010.  These programs are important because they
form the basis for nutrition and dietary recommendations issued by the Department of
Health and Human Services and the U.S. Department of Agriculture (USDA).  Poor diets
are a major contributor to the leading causes of death in the U.S., including
cardiovascular disease and cancer.  Poor diets also lead to obesity, which is a major risk
factor in diabetes.  According to the USDA, healthier diets could save at least $71 billion
per year in terms of lost lives, medical costs, and lost productivity.58  Nutrition monitoring
and research form the basis for public policy programs that can help consumers improve
their diets and reduce the risk of these diseases.

ONPLDS’ Division of Research and Applied Technology (DRAT) is the principal
FDA agency for assessing dietary exposure to substances in food and for evaluating the
validity of dietary exposures.  It develops appropriate methods for food and dietary
supplement analyses and, in cooperation with field offices, maintains CFSAN’s analytic
capability for labeling compliance.  It reviews product labeling for accuracy of nutrient
composition and content.  This division also monitors U.S. populations and special
subgroups regarding food consumption patterns.  This data is used to assess the safety
of food ingredients.
   DRAT also maintains, develops, manages and analyzes large-scale databases of
food consumption, food composition, food ingredients, sales of processed packaged food
products, and product label information for use by the Agency to support policy,
regulatory, and food safety assessment decisions.  It also coordinates the review of
databases submitted for use in the nutrition labeling of food.  Finally, it conducts and
evaluates the Food Package and Label Survey (FLAPS) and retail surveys for the
Voluntary Nutrition Labeling Program and develops nutrient databases and regulations to
support required nutrient values for use in the Voluntary Nutrition Labeling Program. 
Without this research base, it would be difficult, if not impossible, for FDA to monitor and
enforce nutrition labeling requirements, ensure the safety of nutrients added to foods, and
track changes in the U.S. diet that can contribute to nutritional health problems.
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59 FDA, 1978 Consumer Food Labeling Survey at 24.

60 CSPI, Petition for Proposed Rulemaking to Establish Format Requirements for Ingredient Lists
(Docket No. 01P-0320/CP1) (July 26, 2001).  Letter from Christine Lewis Taylor, Dir., ONPLDS, to Michael
F. Jacobson, Exec. Dir., CSPI (Feb. 8, 2002):  “In accordance with 21 C.F.R. § 10.30(e)(2), this letter is to
advise you that we have not been able to reach a decision on your petition within the first 180 days of its
receipt because of other Agency priorities and limited availability of resources.” Id. (emphasis added).

Product labels are required to
include a list of ingredients in
descending order of
predominance by weight. 
Some labels are not printed as
clearly as they should be
because manufacturers use all
capital letters. FDA has not
responded to a petition to
improve the readability of
labels.

7.  Ingredient Labeling
ONPLDS must also monitor, enforce, and update regulations requiring the

disclosure of ingredients in foods.  Consumers consider the ingredient list to be one of
the most important parts of a food label;59 the lists enable consumers to choose
between products based on the presence or absence of an ingredient and the relative
proportion of that ingredient compared to other ingredients in the product.  It is also the
primary means by which consumers can detect the presence of ingredients to which
they are allergic or sensitive or ingredients they wish to avoid for religious or ethical
reasons.

a)  Label Readability

Unfortunately, the ingredient label is often difficult to decipher.  Many ingredient
labels list the ingredients in all capital letters and type fonts that are difficult to read. 
ONPLDS has been petitioned to commence a rulemaking procedure to modify the
required format for ingredient labels to make
them more readable, but the Agency claims it
has little resources to devote to such an effort.60

b)  Misleading Ingredient Claims

ONPLDS also has inadequate resources
to stop misleading ingredient claims on food
labels. Numerous manufacturers, for example,
mislead consumers into thinking that products
have significant amounts of healthy ingredients
such as whole grains, fruits, and vegetables,
when, in fact, that is not the case.  For example,
the label of a brand of frozen waffles displays
waffles with chunks of blueberries, but the
product actually only contains bits of apple or
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61 Letter from CSPI to Joe Levitt, Dir., CFSAN, Re: Request for Enforcement Actions to Prohibit
Misleading Ingredient Claims (July 26, 2001).  CSPI Petition for Proposed Rulemaking and Regulatory
Action to Prohibit Misleading Food Labeling (Docket No. 95P-0256) (Aug. 2, 1995).

ONPLDS has inadequate
resources to prevent
manufacturers from
misleading consumers into
thinking that products have
significant amounts of
healthy ingredients such as
fruits.  For example, this
product contains no
peaches.

Two of the four varieties of Quaker’s Fruit and Cream Instant
Oatmeal product line contain dyed and flavored apples instead
of the strawberries or peaches depicted on the box.

pear dyed blue.  Despite repeated requests,61 ONPLDS has failed to take enforcement
actions against companies engaging in those types of misleading practices.
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62 The FDCA specifically requires that beverages containing vegetable or fruit juice must declare
the percentage of the type of juice with “appropriate prominence” on the information panel of the product
label.  FDCA § 403 (i), 21 U.S.C. § 343 (i).  The FDCA was amended to include percentage ingredient
labeling for beverages containing fruit or vegetable juice following a longstanding controversy over
whether and where a declaration of percent juice must be included on a product label.  58 Fed. Reg. 2,897
(Jan. 6, 1993).   FDA has issued percentage ingredient rules for the other ingredients mentioned above
pursuant to its rulemaking authority to require such disclosure where “the ingredients have a valuable or
characterizing nature.”  See, e.g., 56 Fed. Reg. 28,592, 28,609 (June 21, 1991), 21 C.F.R. §§ 102.23,
102.37, 102.54.

Most products are not required to include a quantitative ingredient declaration (QUID) despite the
fact that various types of QUID requirements are in force in Europe, Australia and other nations
around the world.  This American product sold overseas contains more informative ingredient
labeling than the same product sold in the U.S.

c)  Declaration of the Percentage of Characterizing Ingredients

Another method for limiting misleading ingredient claims on food labels is by
issuing common or usual name regulations for a food that identifies its characterizing
ingredients.  When the proportion of a characterizing ingredient has a material bearing
on price or consumer acceptance, FDA rules require that the percentage of that
ingredient be declared on the front of the package.  To date, FDA only requires
percentage ingredient labeling for beverages that contain fruit or vegetable juice,62

peanut spreads, mixtures of edible fat or oil and olive oil, and seafood cocktail. 
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63 Letter from CSPI to Joe Levitt, Dir., CFSAN, Re:  Request for Regulatory Action to Prohibit
Misleading Labeling Claims by the J.M. Smucker Co. (May 13, 2002).

64 Letter from Christine Lewis Taylor, Dir., ONPLDS, to Bruce Silverglade, Dir. of Legal Affairs,
CSPI (July 3, 2003).

65 68 Fed. Reg. 44,859, 44,860 (July 31, 2003) (Percentage labeling is required for three years).

66 CSPI, Petition for Proposed Rulemaking to Establish Percentage Ingredient Labeling (Docket
No. 97P-0130) (Mar. 26, 1997).

The need for FDA to adopt rules requiring the disclosure of the percentage of key
ingredients is underscored by a product sold by the J.M. Smucker Co., “Simply 100%
Fruit Strawberry.”  Despite its name, the product consists of only 30% strawberries and
contains far more fruit syrup made from apple and pineapple juice.  When CSPI brought
this matter to FDA’s attention,63 it was informed that its complaint would be evaluated in
terms of enforcement priorities.  Those priorities – food security, bioterrrorism, and the
steps needed to implement the Commissioner’s Consumer Health Information for Better
Nutrition Initiative64 – do not include deceptive ingredient labeling.  Although deception is
not currently on FDA’s priority list, at least four class action suits alleging deceptive
trade practices have been filed in state courts.  

Unfortunately, because of limited resources, ONPLDS has virtually abandoned
this area.  In contrast to FDA inaction, USDA finalized a rule requiring percentage
ingredient labeling of the meat content of frozen pizzas.65  In addition, other
governments have begun requiring that the percentage of key ingredients be declared
on product labels.  The 15-member European Union, Australia, and New Zealand all
enforce various rules requiring percentage disclosures of key ingredients.  In 1997, FDA
was petitioned to establish similar across the board rules.66  There has been no
substantive response to this petition.

          8.  Food Quality

a)  Standards of Identity

Section 401 of the Federal Food, Drug and Cosmetic Act (FDCA) directs FDA to
issue regulations establishing definitions and standards of identity for food “[w]henever .
. . such action will promote honesty and fair dealing in the interest of consumers.” 
Foods that do not comply with the definitions and standards are misbranded.  Examples
of products subject to standards of identity include: milk, cream, cheese, yogurt, flour,
enriched rice, and macaroni.  

Food standards are important to industry as well as consumers.  Many
companies fear that unscrupulous competitors will attempt to market products made
with smaller amounts of ingredients than consumers expect.  Companies and trade
associations, thus, often petition FDA for new food standards in order to prevent unfair
competition.  For example, ONPLDS is currently revising standards for filtered milk (UF)
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67 Dodi Schultz, Candy: How Sweet it is!, FDA Consumer, July-Aug. 1994.  Temporary marketing
permits for white chocolate were awarded to Hershey Chocolate and a Canadian company, Ganong
Brothers, in 1993.  The new food standard was issued Oct. 4, 2002.  67 Fed. Reg. 62,171 (Oct. 4, 2002).

68 60 Fed. Reg. 67,492 (Dec. 29, 1995).

69 Id.

70 The latest CFSAN Program Priorities states that this is an “A” priority.  FDA, CFSAN, CFSAN
2003 Program Priorities (Mar. 10, 2003). 

71 67 Fed. Reg. 37,835, 37,836 (May 30, 2002).

72 Id.

73 68 Fed. Reg. 36,567 (June 18, 2003).

and yogurt.  Companies may have to wait years for ONPLDS to act; it took the Office
nine years to develop a food standard for white chocolate pursuant to requests from
industry.67  

In 1995, upon direction of the Office of Management and Budget (OMB), FDA
issued an advance notice of proposed rulemaking (ANPR) indicating its intent “to review
its regulations pertaining to identity, quality, and fill of container for standardized foods
and its common or usual name regulations for nonstandardized foods.”68  The ANPR
sought comments on whether these regulations should be retained, revised or
revoked.69  Although a proposed rule has still not been issued, FDA, in conjunction with
USDA, is once again intending to devote resources to this project.70  

b)  Temporary Marketing Permits

            Manufacturers that wish to market new foods intended as legitimate substitutes
for standardized foods must first obtain a temporary marketing permit (TMP) to avoid a
misbranding violation.  The purpose of these permits is to allow manufacturers to obtain
data necessary to support a petition to amend a food standard.  The information
required in a permit request “enables the Agency to monitor the manufacture, labeling
and distribution of experimental packs of food that deviate from applicable definitions of
standards of identity.”71  FDA receives an average of seven requests for a TMP per year
and must devote significant resources to this area in order to properly administer the
law and ensure the free flow of commerce.72  One of the most recent temporary
marketing permits was issued to Chiquita Processed Foods & Crown Cork & Seal Co. to
market canned asparagus that contains zinc chloride and stannous chloride.73
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74 Letter from John Foret, Dir., Division of Compliance and Enforcement, FDA to Michael F.
Jacobson, Ph.D., Exec. Dir., CSPI (Sept. 19, 2002) (Response to CSPI complaint regarding Ben & Jerry’s
use of the phrase “All Natural” in connection with artificially flavored and highly processed ice cream
products.  FDA wrote, “As some general information, ‘natural’ is not among our current enforcement
priorities.  However, as always, the Center for Food Safety and Applied Nutrition may consider using its
limited resources when the use of labeling terms is obviously misleading.” Id. (emphasis added).

75 21 C.F.R. § 101.95.

76 Warning Letter from Kenneth Falci, Ph.D., Acting Director of the Office of Food Labeling, to
Raymond Deriggi, Pres., Hunt-Wesson (April 13, 1999). 

Despite its name, this cereal is
not natural because it contains
partially hydrogenated oils,
which are highly processed and
contain trans fatty acids. 
Companies make natural claims
with impunity, however, because
FDA does not consider
enforcement actions in this area
a priority.

c)  Use of Descriptive Terms such as “Natural” and “Fresh”  

            Manufacturers often attempt to increase
the appeal of their products by labeling them as
“natural” or “fresh.” Despite the fact that FDA
held a rulemaking proceeding to define the
term “natural” in the 1970s, the Agency has not
defined the term and has no immediate plans to
do so or to take regulatory action against
companies that try to pass off highly-processed
or artificially-flavored products as natural.74 
FDA has issued regulations on use of the term
“fresh”75 and has been required to expend
resources monitoring and enforcing these
regulations because some companies have not
complied.76 
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77 Del Monte, FDA Near Agreement on Dispute over Canned Vegetables Labeled ‘Fresh,’ Food
Labeling News, May 8, 1997.

78 FDA Tells Hunt-Wesson to Correctly Use ‘Fresh’ on Labeling of Canned Tomato Products,
Food Labeling News, May 12, 1999, quoting warning letter from Kenneth Falci, Acting Dir., Office of Food
Labeling, FDA to Raymond Deriggi, Pres., Hunt-Wesson (Apr. 13, 2002).

79 Id.

80 63 Fed. Reg. 37,030 (July 8, 1998).

“Fresh”: One Word that Eats Up 
Significant FDA Resources

Defining the word “fresh” has been one of FDA’s longest and most
expensive projects, and no end appears to be in sight.  In 1997, Stanislaus
Food Products, the International Fresh-Cut Produce Association, and the
National Consumers League protested Del Monte’s use of the “Fresh Cut”
label on its canned vegetables.  Senator Tom Harkin (D-Iowa) wrote FDA
asking it to investigate whether Del Monte’s label was misleading.  Harkin
wrote: “Use of such terminology can only confuse and mislead consumers
by apparently likening canned products to produce that is truly fresh
cut.”77

Although FDA and Del Monte apparently reached an agreement, use
of the word “fresh” continues to be controversial.  In April 1999, FDA
issued a warning letter to Hunt-Wesson objecting to the use of the phrase
“fresh-pack tomato” on the label of a salsa product.  FDA stated that the
product name, “Hunt’s California Fresh-Pack Tomato Salsa,” “falsely
implies that the finished product in the package is ‘fresh’ when in fact it
has been thermally processed.”78  The product also contained two
preservatives.79  

As a result of an outbreak of a food-borne disease that was
connected with 16,000 to 48,000 illnesses a year, FDA in 1998 required
juice manufacturers to either pasteurize their juice products or label them
with a warning that the use of the unpasteurized product could have
adverse effects on the elderly and the young.80  Juice manufacturers were
placed in a difficult situation.  Under regulations defining the term
“fresh,” foods that are pasteurized are not considered to be “fresh.”  Juice
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81 FDA Reconsidering Definition of  “Fresh Foods,” Food Chem. News, Dec. 28, 1998. 

82 65 Fed. Reg. 41,029 (July 3, 2000).

83 Id.

84 Cindy Skrzycki, FDA’s Fresh Stand on Rule Baffles Bakers, Wash. Post, Oct. 15, 2002 at E1.

85 Id.

processors were alarmed that even if they used technology other than
pasteurization to kill pathogens, they still might not be able to call their
products “fresh.”81  As new technologies arise, FDA may be required to
revisit the question of whether juices subject to a new antimicrobial
technology may be called “fresh.” 

In another action on July 21, 2000, FDA held a public meeting
limited to the issues raised by the use of the word “fresh” on foods
processed with alternative nonthermal technologies.82  “Such processes,
include but are not limited to, high pressure processing, pulsed electric
field, pulsed light, submerged arc, and filtration.”83  Comments were
accepted until Nov. 20, 2000.  No further action has been taken to date. 

Meanwhile, since 1992, the American Bakers Association has been
“pestering”  FDA to permit it to use the term “fresh” on their bakery
products.  They had been told that they could use the term “fresh-baked”
bread but not “fresh” bread, because their products contain a
preservative.84  However, recently, in response to a question from a
reporter, an FDA attorney said that since 1993, FDA has taken the position
that “fresh” is fine for use on bread labeling.85  The American Bakers
Association is now trying to elevate the issue to the level of constitutional
law.  During an FDA comment period on labeling and First Amendment
issues, the association claimed that the Agency’s rule for “fresh” violates
the First Amendment’s protection of commercial free speech.

PART II - EMERGING ISSUES WILL STRAIN ONPLDS’
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86 General Accounting Office, FOOD SAFETY Improvements Needed in Overseeing the Safety of
Dietary Supplements and “Functional Foods,” 26 (GAO/RCED-00-156 July 2000). 

87 FDA, Consumer Advisory, Kava-Containing Dietary Supplements May be Associated with
Severe Liver Injury (Mar. 25, 2002) available at  http://www.cfsan.fda.gov/~dms/addskava.htm.

Functional foods have added
ingredients that provide specific health
benefits, such as added calcium to
maintain strong bones.

RESOURCES EVEN MORE
             ONPLDS’ current budgetary resources are inadequate to handle the
responsibilities that the Office must currently address.  Yet, the Office faces even
greater challenges in the future as a result of a number of emerging issues related to
food marketing trends, changes in the law and advances in science.  Emerging issues
that have begun to tax ONPLDS’ resources include: 

A.  FUNCTIONAL FOODS 

            Functional foods are not officially recognized by
FDA, but are often considered to be products that contain
a novel ingredient that provides health benefits beyond
basic nutrition.  Such products range from margarine
substitutes that contain a derivative from pine trees that
can help reduce cholesterol to so-called brain gum that
purportedly improves memory.  Some of these products
may provide health benefits while others may amount to
little more than 21st century quackery. 

            GAO estimates that from 1995 to 1999, functional
food sales increased from $11.3 billion to an estimated
$16.2 billion.  Functional food sales are projected to
reach $49 billion by 2010.86  Such products deserve
special scrutiny because they make health-related claims
based on novel ingredients that in many cases have not
been recognized as safe for use in food.  For example,
functional foods containing herbal medicine ingredients
raise a number of concerns.  Some of the most popularly
used herbal ingredients, such as kava, have been
associated with serious adverse effects; this ingredient
has been removed from the market in a number of
countries because of concerns over liver toxicity.87  Other
ingredients, such as St. John’s wort, may interact with
commonly taken medications such as those used for
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88 FDA Public Health Advisory, Risk of Drug Interactions with St. John’s Wort and Indinavir and
Other Drugs (Feb. 10, 2000), available at http://www.fda.gov/cder/drug/advisory/stjwort.htm.

89 GAO Report, supra note 86.

90 CSPI, Petition for Rulemaking on Functional Foods and Request to Establish an Advisory
Committee (Docket No. 02P-0122/CPI) (Mar. 21, 2002), quoting GAO Report.

91 Id.  FDA sent a letter to CSPI on Sept. 20, 2002 informing the group that FDA was unable to
reach a decision on the petition within the first 180 days of its receipt.  The Agency stated that because it
is “currently at the height of rulemaking in response to the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 . . . and other Agency priorities and the limited availability of
resources, we have not been able to respond to your petition.”  Letter from Christine Lewis Taylor, Dir.
ONPLDS to Bruce Silverglade, Dir. of Legal Affairs CSPI (Sept. 20, 2002) (emphasis added).

92 “Labeling” is defined as “all labels and other written, printed, or graphic material (1) upon any
article or any of its containers or wrappers, or (2) accompanying such article.” FDCA § 201(m), 21 U.S.C.
§ 321 (m). The seminal case on labeling takes an expansive view of the term “accompanying,” concluding
that material can constitute labeling even if it is not in the same package as the article at issue or is
shipped at a different time.  Kordel v. U.S., 335 U.S. 345, 350 (1948).  

heart disease, depression, and birth control.88

GAO has issued a report recommending that FDA take a series of steps to
ensure that functional foods are safe and properly labeled.89  These steps include:

! developing and promulgating “regulations or other guidance for industry on the
safety related information required on labels” for functional foods;

! developing “an enhanced system to record and analyze reports of health
problems” associated with functional foods;

! developing and implementing “a strategy for identifying and taking appropriate
enforcement actions against companies marketing products with unsupported
structure/function claims on their labels”;

! clarifying the “boundary between conventional foods, including functional foods
and dietary supplements, particularly the circumstances under which dietary
supplements may be marketed in food form.”90

FDA has devoted little resources to this area, despite a petition that FDA
implement GAO’s recommendations.91

B.  REGULATING INTERNET CLAIMS
ONPLDS has been forced to address issues related to FDA’s authority over

material appearing on the Internet as more and more food companies include their
websites on product labels.  Although food advertising issues are, as a general matter,
handled by FTC, such issues fall within FDA’s jurisdiction if the ads also constitute
labeling.92  For example, Ocean Spray’s website claimed that “[r]esearch shows
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93 Warning Letter NWE-08-01W from Gail T. Costello, District Dir., New England District Office,
FDA to Robert Hawthorne, Pres., Ocean Spray Cranberries, Inc. (Jan. 19, 2001),  available at
www.fda.gov/foi/warning_letters/m5075n.pdf.  Based on the labeling from Ocean Spray’s website
(www.oceanspray.com), FDA concluded, among other things, that the product was being promoted as a
drug and that the labeling contained unapproved health claims.  

94 Id.

95 Washington Legal Foundation Citizen Petition to Exempt Internet Information from FDA
Labeling Requirements (Docket No. 01P-0187) (April 13, 2001).

96 FDA Letter on Labeling Food Products Presented or Available on the Internet to Daniel J.
Popeo and Paul Kamenar, Washington Legal Foundation (Nov. 1, 2001), available at 
http://www.cfsan.fda.gov/~dms/labwww.htm.

97 The website www.lycopene.org is run by Heinz.  The affiliation with Heinz is not obvious unless
the “Team Lycopene” screen is opened and a series of miniature Heinz ketchup bottles appear as
background.  FDA issued a second warning letter to a supplement company that sold products from its
website charging that its website promoted the products – Rx Macula and Rx Macula Plus – as drugs and
was false or misleading labeling.  Warning Letter from John B. Foret, Dir., Division of Compliance and
Enforcement to R. Scott Hunter, CEO, Science-Based Health (ONPLDS-03-02) (Nov. 9, 2001).

grapefruit juice slows breast cancer growth.”93  When FDA determined that Ocean
Spray’s reference to the company’s website on product labels caused the website to fall
under its jurisdiction as “labeling,”94 the Agency prompted an outcry from the
Washington Legal Foundation (WLF) that FDA had overreached its authority and was
violating the First Amendment’s commercial free speech doctrine.  WLF petitioned FDA
to reverse its opinion, issue a policy statement clarifying that material on the Internet
constitutes advertising, and defer to FTC.95  FDA properly rejected this petition,
determining that it must have the flexibility to consider such issues on a case-by-case
basis.  FTC has done an inadequate job of controlling misleading Internet claims for
products under its jurisdiction.  Because of the fast-changing nature of Internet
technology, the Agency did not want to be bound by a policy that could quickly become
obsolete.96 

 Major companies such as Heinz are continuing to test the Agency’s authority by
making health claims on what appear to be independently operated websites that are
referenced on product labels.97  Such actions will, no doubt, force ONPLDS to devote
significant resources to this area. 

C.  BIOTECHNOLOGY
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98 FDA, Draft Guidance for Industry: Voluntary Labeling Indicating Whether Foods Have or Have
Not Been Developed Using Bioengineering, 66 Fed. Reg. 4,839 (Jan. 18, 2001).  FDA also sent out a
series of warning letters in November 2001. See,  e.g., Warning Letter from John Foret, Dir., Division of
Compliance and Enforcement to Myron Cooper, Hain Celestial Group (Nov. 29, 2001).

99 H. Rep. 107-623, Agriculture, Rural Development, Food and Drug Administration, and Related
Agencies Appropriations Bill 2003.  

FDA has proposed but never finalized guidance on the
labeling of ingredients produced through
biotechnology.  This product should use the term “not
genetically engineered” instead of “not genetically
modified” because most plants have been genetically
modified through traditional cross-breeding practices. 

Manufacturers are not required to include expiration dates on products.  Some voluntarily
use phrases such as “best before” or “use by,” but it is unclear whether these dates
relate to product quality or safety or both.  FDA and USDA advise consumers to follow
expiration dates to avoid the consequences of listeria in ready-to-eat foods.  But most
products do not contain any dating that is meaningful to consumers.  

 FDA has proposed draft guidance on the labeling of ingredients produced
through biotechnology.98  The House Appropriations Subcommittee on Agriculture,

Rural Development, Food and Drug
Administration, and Related Agencies
is encouraging FDA “to finalize”
voluntary labeling guidance for
companies to indicate whether the
foods are prepared with or without the
use of genetic engineering.99  This
controversial issue will consume
substantial resources.

D.  USE-BY DATES TO ENSURE
SAFETY

No federal statute or regulation
requires manufacturers to date their
products in a uniform manner.  Some
manufacturers voluntarily provide
such information, but the form of the
disclosures is inconsistent and often

not useful for consumers.  For example, most of the time consumers have no way of
knowing whether a date on a package refers to quality or safety concerns, or whether it
is a “use-by” date or a “sell-by” date.  Although some manufacturers may indicate that
the date relates to product quality, as opposed to safety, many do not.  This issue has
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100 FSIS, Establishment of a National Advisory Committee on Microbiological Criteria for Foods
Work Group Assignment (Mar. 7, 2002),  available at
http://www.fsis.usda.gov/OPHS/NACMCF/2002/shelflifecharge.htm.  

101 67 Fed. Reg. 61,314 (Sept. 30, 2002).

102 67 Fed. Reg. 51,861 (Aug. 9, 2002).

103 See, e.g., NAS, Institute of Medicine (IOM), Dietary Reference Intakes for Vitamin A, Vitamin
K, Arsenic, Boron, Chromium, Copper, Iodine, Iron, Manganese, Molybdenum, Nickel, Silicon, Vanadian,
and Zinc, 4-33 (2001), available at http://www.nap.edu/openbook/030907294/html/index.html.

taken on increased importance in light of growing concern over Listeria outbreaks in
ready-to-eat foods and government advice to consumers to check expiration dating. 

The National Advisory Committee on Microbiological Criteria for Foods
(NACMCF) is now evaluating a scientific basis for using “use-by” dates for the Food
Safety and Inspection Service (FSIS) at USDA and FDA.100  NACMCF was originally
chartered by FSIS in 1985 in response to a 1985 report by the National Academy of
Sciences (NAS).  The Committee was rechartered by FSIS on September 25, 2002. 
Members of the advisory committee are appointed by the Secretary of USDA in
consultation with the Secretary of Health and Human Services.101 

 FDA is also seeking permission from OMB to conduct a survey of consumer
handling of ready-to-eat foods.102  The request represents a new responsibility for
ONPLDS that will require substantial resources.  

E.  FOOD FORTIFICATION POLICY
The advent of functional foods containing added vitamins and minerals raises

questions about whether consumers may be exceeding safe upper limits (UL)
developed by NAS103 for these nutrients, and whether particular types of  foods are
appropriate vehicles for food fortification.  Even eating more than one servingper day
Many foods from juice to bread are fortified with vitamins and minerals.  Fortification with nutrients
such as calcium is beneficial to consumers who do not consume enough low-fat dairy products. 
Some nutrients, however, such as iron, pose risks to particular population groups.  FDA has not
required food labels to list “safe upper limits” for vitamins and minerals known to present hazards in
high doses despite the fact that NAS has established such limits.   

of a fortified breakfast cereal every day for an extended period can expose some
consumers to excessive amounts of iron.  According to NAS, between one in 200 and
one in 400 individuals of northern European descent have a genetic disorder in which
they absorb excessive amounts of iron, even on diets containing normal amounts of



Starvation Diet 30

104 Id.

105 Consumer sales of supplements rose from $9.8 billion in 1995 to an estimated $14.7 billion in
1999.  During the same period functional food sales increased from $11.33 billion to an estimated $16.2
billion.  Many functional foods contain dietary supplements.  GAO Report, supra note 86 at 6.

106 For example, the following adverse effects have been associated with excessive consumption
of the nutrients: Vitamin A - irreversible liver disease and birth defects, NAS, IOM, Dietary Reference
Intakes for Vitamin A, Vitamin K, Arsenic, Boron, Chromium, Copper, Iodine, Iron, Manganese,
Molybdenum, Nickel, Silicon, Vanadium, and Zinc, 4-33 (2001); Niacin (Vitamin B3) - flushing, itching, liver
damage, NAS, IOM, Dietary Reference Intakes for Thiamin, Riboflavin, Niacin, Vitamin B6, Folate, Vitamin
B12, Pantothenic Acid, Niotin, and Choline, 6-12 (1998); (Pyridoxine) Vitamin B6 - nerve damage
(reversible), Id. at  7-22; Folate - can mask or precipitate a B-12 deficiency which can cause irreversible
nerve damage, Id. at 8-42; Vitamin E- hemorrhage, NAS, IOM, Dietary Reference Intakes for Vitamin C,
Vitamin E, Selenium and Carotenoids, 252 (2000); Calcium - may cause kidney damage and kidney
stones, NAS, IOM, Dietary Reference Intakes for Calcium, Phosphorus, Magnesium, Vitamin D and
Fluoride, 4-49  (1997).

107 Pub. Law No. 107-171 (2002).
108 67 Fed. Reg. 62,487 (Oct. 7, 2002)

iron.  If untreated, they can suffer extensive organ damage leading to liver cirrhosis,
liver cancer, arthritis, diabetes or heart failure.104  This problem may be greatly
exacerbated by the fact that dietary supplements, particularly single-nutrient products,
are being marketed in excess of the ULs.

Moreover, foods such as orange juice and water that were never before fortified
have become delivery systems for vitamins and minerals.  While the fortification of
foods with certain nutrients offers substantial health benefits, it becomes risky when
consumers receive fortification from multiple sources and are unaware that cumulative
doses of particular nutrients could be harmful.  Given the increases in sales of dietary
supplements over the last five years and the addition of large quantities of added
nutrients to some functional food products,105 a growing number of consumers face the
risk of taking “too much of a good thing.”106 

These developments may require ONPLDS’ research staff to devote significant
resources to this area — resources that the Office simply does not have.

F.  IRRADIATION LABELING
Section 10809 of the Farm Security and Rural Investment Act of 2002107 requires

that until such time as FDA issues a final rule governing the labeling of food treated by
irradiation, FDA must review individual petitions requesting approval of such labeling. 
FDA must approve or deny the petitions within 180 days, unless additional Agency
review is mutually agreed upon by the FDA and the petitioner.  FDA has issued
Guidance on implementation of the new law and has requested comments which it must
now review.108  It has also submitted a report to Congress “on the outcome of recent
focus groups regarding the labeling of irradiated food products and how the results will
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109 FDA, CFSAN 2002 Program Priorities Report Card (Nov. 30, 2002) Part 2 ¶ 68.

Every five days, products such as hot dogs, candies,
marshmallows and gobs of peanut butter cause a child
in the U.S. to choke and die.  Nonetheless, food
companies are currently free to market these foods,
such as Skippy Squeeze Stix, to young children
without safety notices informing parents of the proper
way to serve these foods to young children.

be integrated into future rulemaking decisions.”109  Focus groups are just the first step in
assessing consumer understanding of labeling concepts.  All of this represents yet
another drain on ONPLDS resources.  

G.  REQUIRING CHOKING HAZARD  WARNINGS
FDA should give priority attention to protecting young children from choking on

foods by requiring companies to label certain products as potential hazards.  Every year
in the U.S., more than 70 children die from choking on food and more than 10,000
children are treated for such problems in emergency rooms.  Some companies
voluntarily label products (such as hard candies) as inappropriate for consumption by
young children or provide label instructions on how the product should be prepared by
parents (chopped, sliced, etc.) in order for it
to be consumed safely.  FDA should require
all food companies that sell products that
constitute choking hazards to provide
standardized safety instruction labeling.

H.  CODEX ALIMENTARIUS COMMISSION
ONPLDS must also represent FDA in

international forums, such as the Codex
Alimentarius Commission.  Codex is a
subsidiary body of the United Nations Food
and Agriculture Organization and the World
Health Organization.  Codex develops
international food safety, labeling, and quality
standards that are recognized by the World
Trade Organization (WTO) as presumptively
valid in the context of international trade
disputes.  U.S. regulatory standards stricter
than those established by Codex can be
challenged at the WTO as illegal trade
barriers.  Thus, FDA must ensure that Codex
standards are as consistent with U.S. law as
possible and are not used in trade disputes to lower regulations designed to protect the
American public.

In other cases, Codex works on matters that can lead to improvements in FDA
regulatory policy.  For example, the Codex Committee on Food Labeling created a
working group to draft a new Codex standard on QUID.  The working group effort
presents FDA with an opportunity to participate in the development of a standard that
could form the basis of a new regulation requiring percentage ingredient labeling in the
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110 See discussion supra notes 62-65 and accompanying text.

U.S.110  This is yet another project that will sorely stretch ONPLDS’ already-limited
resources.
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111 The list of pending petitions is based on a list maintained by FDA’s Dockets Management
Branch. The list does not include petitions for approval of unqualified health claims or nutrient content
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403(r)(4)(A), 21 U.S.C. § 343(r)(4)(A).

112 Petition from Nine Attorneys General (Docket No. 00P-1322) (May 30, 2000).  CSPI filed a
related petition on Oct. 4, 2001 (Docket No. 00P1322/CP2).

Ambiguous and insufficient labeling has caused
serious health consequences in individuals with
food allergies.  Such consumers need to have
ingredients written in plain English, e.g. milk should
be listed on this label instead of, or in addition to,
whey. 

PART III - INADEQUATE RESOURCES HAVE FORCED
ONPLDS TO DELAY ACTION ON PETITIONS, PROPOSED

RULES, AND ENFORCEMENT EFFORTS

A.  PENDING PETITIONS
There are more than 50 petitions pending at ONPLDS.  Some of those petitions

were submitted as far back as February 11,
1991.111  In most cases, little action has
been taken to respond to these petitions. 
Many of these petitions have been filed by
the food industry.  They request a range of
actions, including modifying standards of
identity and establishing common or usual
names, which must be taken before
companies can pursue new marketing
efforts.  A chart of the petition backlog is
contained in Appendix II.  

Pending petitions, on which little to
no action is being taken, also address
pressing public health matters.  For
example: 

1.  Allergenic Ingredients 

On May 26, 2000, nine state
attorneys general petitioned FDA to combat
food allergen problems with new labeling
and stricter good manufacturing practice
standards.  The attorneys general urged
the Agency to take action  “to ensure the
safety and welfare of the five million United
States citizens possessing food-related
allergies”112 asserting that ambiguous or insufficient labeling has caused serious health
consequences, including death.  Although FDA held a hearing on issues raised by the
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113  H. Rep. 107-117 at 112 and Conf. Rep. 107-275 at 83.

114 FDA, CFSAN 2003 Program Priorities at 1.13.7., available at
http://www.cfsan.fda.gov/~dms/cfsan303.htm.

115 ONPLDS’ Division of Standards and Labeling Regulations has come up with a specific list of
issues that need to be addressed.  It includes:

• Consumer complaints that allergen disclosures are not written in plain English, e.g., use of casein or
whey instead of milk;

• Problems caused by vague labeling of allergenic flavors and spices that can currently be disclosed on
ingredient lists as simply “natural flavors”;

• Improvements in Good Manufacturing Practices can help prevent cross-contamination and reduce the
need for manufacturers to state on labels that a food “may contain” an allergen (such disclosures are
meaningless to allergy sufferers);

• Methods for helping companies share information on how to reduce the presence of unintentional
allergenic ingredients in foods;

• Setting standards for allergenicity test kits;
• Developing better estimates of persons affected by food allergies;
• Encouraging uniform state inspection policies in the short term and a consistent federal inspection

policy in the long term.
Stephen Clapp, FDA Label Division Set to Tackle Problems, Food Chem. News, July 29, 2002  at 16-17. 
The tentative agenda was discussed by Geraldine June, acting leader of FDA’s Conventional Foods Team
at a food label update workshop sponsored by a consulting group.  

116 CSPI, Petition for Amendment of Food-Labeling Regulations to Require Quantitative Labeling
of Caffeine Content and Request for Review of Health Effects of Caffeine (July 31, 1997) (Docket No.
97P-09329).

attorneys’ general petition on July 25, 2001 and submitted a report requested by
Congress,113 a proposed rule in response to the petition is not forthcoming.  The entire
issue was merely listed as a priority “B*” matter on CFSAN’s program activity list for
2003.114  This indicates that the Agency considers the matter a priority, but is unlikely to
be able to address it in the near future given its current level of resources.115

2.  Caffeine Labeling 
FDA was petitioned in 1997 to issue regulations requiring the quantitative

disclosure of caffeine present in food products.116  Caffeine has a wide variety of
physiological and behavioral effects.  Evidence from human studies suggests that
caffeine reduces fertility and contributes to adverse reproductive outcomes, including
miscarriage, fetal growth retardation, and reduced-birth-weight babies.  Caffeine
consumption has also been shown to adversely affect calcium balance and may
contribute to decreased bone density and osteoporosis.  In addition, caffeine can cause
adverse behavioral outcomes including anxiety and sleeplessness.  The petition is
supported by 34 scientists and 10 health and consumer groups, including the American
Medical Association. 

In contrast, other countries have taken steps to inform consumers about the high
caffeine content of a few food products.  For example, the European Union requires that
products (other than coffee and tea) containing caffeine in excess of 150 mg/L state on
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117 Commission Directive 2002/67/EC, Official Journal L190/20, 19.7.2002.

118 A formulated caffeinated beverage is defined as “a non-alcoholic water-based flavoured
beverage which contains caffeine and may contain carbohydrates, amino acids, vitamins and other
substances, including other foods, for the purpose of enhancing mental performance.”  The product must
contain between 145 and 320 mg/L of caffeine.  Australia New Zealand Food Authority, Standard 2.6.4 -
Formulated Caffeinated Beverages. 

119 Australia New Zealand Food Standards Code Standard 1.2.3 clause 2.

120 CSPI, Petition for Proposed Rulemaking to Establish a Daily Reference Value for “Added
Sugars,” to Require Nutrition Labeling for “Added Sugars,” and to Make Corresponding Changes to
Nutrient Content and Health Claim Regulations (Docket No. 99P-2630) (Aug. 3, 1999).

121 65 Fed. Reg. 39,414 (June 26, 2000).

122 A chart listing examples of pending regulations at ONPLDS appears in Appendix III.

123 68 Fed. Reg. 19,766 (Apr. 22, 2003).  Rulemaking proceedings proposed for withdrawal are
listed in bold on the chart on Appendix III. 

the label “High caffeine content.”117  Australia now requires formulated caffeinated
beverages to state on the label: “Not suitable for children and caffeine sensitive
persons.”118  Australia also requires that manufacturers advise consumers that products
containing guarana are “a source of caffeine.”119

3.  Added Sugars

 On August 3, 1999, a coalition of health and consumer groups filed a petition
requesting a proposed rulemaking to establish a Daily Value for added sugars, to
require nutrition labeling of added sugars, and to make corresponding changes to
nutrient content and health claim regulations.120  Sugar consumption has increased 28
percent since 1983, fueling soaring obesity rates and other health problems.  The
petition is supported by 39 organizations including the American Public Health
Association, former Surgeon General Koop’s “Shape Up America!,” the YMCA, and Girl
Scouts of America.  FDA issued a Federal Register notice requesting public comment
but has taken no further action.121

B.  PROPOSED RULES
ONPLDS is responsible for issuing final rules in more than ten rulemaking

proceedings that have either been proposed or are the subject of an Advance Notice of
Proposed Rulemaking (ANPR).122  In addition, it should reconsider its April 2003 notice
to withdraw a number of rulemaking proceedings that have been pending for more than
five years to “reduce its regulatory backlog and focus its resources on current public
health issues.”123  Several of the rules to be withdrawn, however, involve important
public health matters and/or are of particular importance to various segments of the
food industry.  Lack of action on them delays new marketing and product development
programs, allows unfair competitive practices to fester, and hurts consumers.  
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124 68 Fed. Reg. 41,434 (July 11, 2003). 

125 Id. at  41,507.

126 The issuance of the final rule requiring the disclosure of the trans fatty acid content of a food 
marked the first time that FDA modified the nutrients required to be listed in the Nutrition Facts panel of
product labels.  The rule was issued in response to a petition filed nine years earlier by CSPI.  During the
pendency of the rulemaking procedure, the importance of promptly issuing a final rule was underscored by
the release of a 2002 report by the National Academy of Sciences Institute of Medicine concluding that
there is no safe level for trans fat, as well as OMB’s unprecedented step of urging FDA to issue a final 
rule.  Laura Neergaard, Bush Urges FDA on Fat Labeling, AP Online (Sept. 18, 2001). 

127 68 Fed. Reg. at 41,507.

Several of these proposed regulations also pertain to important health matters. 
They include:

1.  Trans Fatty Acids: Establishment of a Daily Value, Regulation of               
      Nutrition and Health Claims, and Explanatory Material on the Nutrition    
      Facts Label
After considering the matter for more than nine years, FDA recently published a

final rule requiring the Nutrition Facts label to list the amount of trans fatty acids
contained in a food.124   However, the Agency simultaneously issued an ANPR on key
issues having a direct bearing on the effectiveness of the final rule such as the
development of a Daily Value (DV) for trans fatty acids.125  A DV permits consumers to
put the amount of the nutrient disclosed on the label in the context of the total amount
they should be consuming per day.  The deferral of the establishment of a DV and the
commencement of yet another rulemaking proceeding to consider the matter means
that many consumers will not be able to understand the significance of the amount of
trans fatty acids that will be listed on the Nutrition Facts label.126 

Other issues that remain to be addressed in the new rulemaking include
permissible nutrient content claims for foods that contain trans fat; the establishment of
qualifying criteria for trans fat in existing nutrient content claims for saturated fat and
cholesterol, and for certain health claims that contain a message about heart disease. 
Moreover, the Agency needs to resolve whether it should consider statements about
trans fat either alone or in combination with saturated fat and cholesterol, as a footnote
in the Nutrition Facts label or as a disclosure statement in conjunction with claims “to 

enhance consumers’ understanding about such cholesterol-raising lipids and how to use
the information to make healthy food choices.”127

2.  Medical Foods
In April 2003, FDA proposed the withdrawal of a badly needed rulemaking
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128 See supra note 123.

129 61 Fed. Reg. 60,661 (Nov. 29, 1996).

130 Id. at 60,663.

131 Stephen H. McNamara, So You Want to Market a Food and to Make Health-Related Claims – How Far
Can You Go? What Rules of Law Will Govern the Claims You Want to Make?  53 Food & Drug L.J. 421, 426 (1998).

132 Conference Notice, Promoting Functional Foods, Medical Foods and Nutritionals, Nutrimarket
‘97 at 5, Pharmaceutical Division of the Institute for International Research (Mar. 24 & 25, 1997).

133 Press Release, FTC, FTC Alleges Maryland Companies Lack Support for Claims that HeartBar
is Effective Against Cardiovascular Disease (June 12, 2003).

proceeding on medical foods128 that has been pending since 1996.129  In its ANPR, FDA
stated that a revision was necessitated by, inter alia, the rapid increase in the variety
and number of products marketed as medical foods, safety problems associated with
the manufacture and quality control of these products, and the potential for fraudulent
claims.  The Agency ironically observed that “medical foods intended for use by sick
people are subject to much less scrutiny than virtually all other foods, which are
intended for the healthy general population.”130

Under current rules, manufacturers can escape requirements for approval of
health claims for conventional foods by simply calling a product a medical food and
advising consumers on the label that it is “to be used under the supervision of a
physician.”131  At some food industry conferences, manufacturers are actually advised to
market their products as medical foods to escape FDA scrutiny.132  The problem is that
many of these products are marketed directly to consumers, are not used under the
supervision of a physician and may contain deceptive claims.

For example, one popular product, “HeartBar,” was promoted for serious health
conditions.  FTC recently entered into a consent agreement with HeartBar’s
manufacturer, Unither Pharma, Inc., under which the company agreed not to make
advertising claims unless they are supported by scientific evidence.  Among the
unsubstantiated advertising claims cited by FTC were claims to reduce the risk of
developing heart disease, reverse damage to the heart, and reduce the need for heart
medication in patients with diagnosed heart conditions.133  FDA has yet to act on similar
claims on the product label that fall under its jurisdiction.

Given the serious risks posed by unregulated medical foods, completion of the
Agency’s rulemaking is of the utmost importance. It cannot occur under FDA’s current
budgeting since this rulemaking is being slated for withdrawal. 

C.  ENFORCEMENT ACTIONS 
ONPLDS is responsible for initiating actions within FDA to enforce rules under its

jurisdiction including those prohibiting misleading labeling of foods.  The Agency has the
authority to seize products that are adulterated or misbranded and bring lawsuits
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134 FDA, The Enforcement Story.  This publication, which has been issued on an annual basis
since 1994, summarizes the seizures, injunctions, and prosecutions that take place in a fiscal year.  The
report  “does not contain all significant enforcement actions undertaken by FDA during the fiscal year.” 
The Enforcement Story Fiscal Year 1999 (Vol. 7) at iii.  

135 FDA, The Enforcement Story Fiscal Year 2000 (Vol. 8) at i.

136 Enforcement actions within ONPLDS’ divisions are not separately listed. 

137 FDA, The Enforcement Story Fiscal Year 1994 (Vol. 2) at 63-74.

138 FDA, The Enforcement Story Fiscal Year 2001 (Vol. 9) at 154 (chart).  The chart is reproduced
as Appendix IV.

139 FDA, The Enforcement Story Fiscal Year 1994 (Vol. 2) at vi.

140 CFSAN, Letter to Manufacturers Regarding Botanicals and Other Novel Ingredients in
Conventional Foods (Jan. 30, 2001).  Warning Letters from John B. Foret, Dir., Division of Compliance
and Enforcement, to:  Julia Sabin, Pres., Smuckers Quality Beverages (June 8, 2001), available at 
http://www.fda.gov/foi/warning_letters/g1352d.pdf; Cynthia Davis, Exec. V.P., US Mills, Inc. (June 5,
2001), available at http://www.fda.gov/foi/warning_letters/m3388n.pdf; Doug Levin, CEO, Fresh
Samantha, Inc. (June 4, 2001), available at http://www.fda.gov/foi/warning_letters/g1318d.pdf; Rodney C.
Sacks, Chairman, Hansen Beverage Co. (June 4, 2001), available at 

against manufacturers.  However, during the last decade, such actions have rarely been
taken according to FDA’s own published accounts of its enforcement record.134 

FDA’s Enforcement Story “captures a select number of actions taken during the
previous year to illustrate the Agency’s enforcement policies, procedures and practices.”
135  The report shows that the overall number of CFSAN136 enforcement actions has
significantly declined since 1994.  For example, in 1994 there were 56 seizures, four
injunctions filed in court, and five criminal prosecutions.137  By contrast, in 2001, there
were seven seizures, three injunctions filed, one seizure approved (voluntary
compliance was achieved), and one criminal prosecution.138  If these numbers are
totaled, there were 65 enforcement actions in 1994, but only 12 in 2001, a decline of
more than 80 percent.  It is doubtful that improved industry compliance with the law is
the reason that the number of enforcement actions declined.  

In 1994, the Enforcement Story proudly described FDA’s enforcement
accomplishments: 

The winds of change has [sic] been sweeping the Food and Drug Administration
(FDA) since the arrival of Dr. Kessler.  The needle on the enforcement compass
which was stuck on business-as-usual has been spinning and pointing to a new
direction ever since.  The enforcement train has been rolling and picking up
speed since Dr. Kessler’s speech in December 1990 at the annual meeting of the
Food and Drug Law Institute.139  

Today, instead of taking strong enforcement action, ONPLDS simply sends out
warning letters to manufacturers or the industry as a whole reminding them of the
Agency’s legal requirements.140  But these letters have not been followed up by stronger
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http://www.fda.gov/foi/warning_letters/g1317d.pdf; John Ferolito, Pres., Ferolito, Vultaggio & Sons, Inc.
(May 15, 2001), available at http://www.fda.gov/foi/warning_letters/m3739n.pdf; John Bello, CEO, South
Beach Beverage Co. (Feb. 1, 2000), available at http://www.fda.gov/foi/warning_letters/m3436n.pdf;
Robert Ehrlich, Pres., Robert’s American Gourmet (Jan. 27, 2000), available at
http://www.fda.gov/foi/warning_letters/g1317d.pdf; David Langer, V.P., Langer Juice Co. (Sep. 28, 1999),
available at http://www.fda.gov/foi/warning_letters/m2978n.pdf; (Courtesy) Letter from John B. Foret to
Myron Cooper, V.P., Technical Services, Hain Food Group (June 21, 1999) (on file with CSPI).

141 An exposé on FDA’s enforcement philosophy with respect to herbal ingredients in functional
foods concluded that “FDA does not seem to be rushing to resolve its questions about the inclusion in
conventional foods of botanical dietary supplement ingredients not deemed generally recognized as safe
(GRAS) for use in food.”  Based on an interview with an (unnamed) senior Agency official by Food
Chemical News, the “FDA apparently has no deadline for resolving the issue, nor are related new
enforcement actions on the immediate horizon.”  Phil Wallace, FDA Continues to Review Use of
Supplements in Food, Food Chem. News, Aug. 5, 2002, at 1.

142 George Gunset, US. Raiders Put Squeeze on P&G Juice-Labeling Dispute, Chi. Trib., Apr. 25,
1991, at C1. 

143 Malcolm Gladwell, FDA Adopts Fresh Approach to Labeling; In Break with ’80s, Agency Acts
Against Claims that Mislead Consumers, Skew Competition, Wash. Post, May 6, 1991, at A9.

measures when violations fail to be corrected.141  This pattern has helped create an
assumption among some companies that they can violate FDA rules with impunity.  

The last time the Agency took a high profile action to challenge a labeling
violation was in 1991 when then FDA Commissioner David Kessler ordered the seizure
of 2,000 cases of Procter & Gamble’s Citrus Hill Orange Juice that were labeled as
“fresh.”  FDA charged that it was illegal to use the term “fresh” because the product was
made from concentrate and was pasteurized.  

In ordering the seizure, Dr. Kessler said: “Economic fraud erodes consumer
confidence in the food supply.  For if people perceive ineffective government protection
against cheating, they will not be confident that the government will protect them against
unsafe or unwholesome food.”142

As the Washington Post explained in 1991:

Throughout the 1980s, companies known to be in violation of labeling rules were
able to stretch out negotiations with the agency for years, engaging in an endless
back and forth of proposals and counter proposals.  Now the agency was
indicating it was no longer in the mood to sit and talk.  In fact, it was so intent on
reestablishing its position as the arbiter of food labels that it was willing to publicly
embarrass even the largest and most prestigious companies.143

The similarities between the regulatory atmosphere prior to the 1991 seizure of
Citrus Hill juice and the current regulatory climate should not be ignored.  For example,
over the last two years, in response to the introduction of so-called functional foods that
contain novel ingredients not generally recognized as safe and that make misleading
label claims, ONPLDS has sent a series of warning letters to manufacturers and a
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144 See supra note140 and accompanying text.

145 Coca-Cola purchased Mad River Traders in May of 2001.  The Grocer, May 19, 2001, available
at http://www.hoovers.com (visited June 20, 2001). Although the KMX product names only the Delaware
Punch Co. on its label, Coca-Cola refers to KMX as part of its system in its Annual Report for 2000.  The
Coca-Cola Co., 2000 Annual Report, available at http://annual report 2000.coca-
cola.com/operations/namerica.html (visited July 17, 2001).  Coca-Cola’s purchase of Mad River occurred
after the release of the “Industry Letter” on foods containing novel ingredients.

146 Products containing damiana and yohimbe, which have been associated with severe adverse
effects, were discontinued, but the company continued to use other ingredients of concern.  ONPLDS
informed Coca-Cola that “CFSAN is not aware of a basis for concluding that ingredients [still contained in
Mad River and KMX products] such as ginseng, gotu kola, ginkgo biloba, and echinacea are prior
sanctioned or are GRAS for use in beverage products.” Letter from John B. Foret, Dir., Division of
Compliance and Enforcement, ONPLDS to John M. Packman, Food Law Counsel, Coca-Cola (Nov. 15,
2001).  Although ONPLDS has been issuing warning letters concerning the use of herbal ingredients that it
does not believe to be GRAS for use in food, ONPLDS is deferring to the Office of Food Additive Safety
(OFAS) for the ultimate determination of whether such ingredients are GRAS.  See id.

147 Id.  FDA’s Office of Food Additive Safety received an $11.4 million increase in FY 2000.  FDA,
“Dear Colleague” Letter on Improvements to the Food and Color Additive Petition Review Process (Oct. 5,
2000).

148 Telephone conversation between Laura Tarantino, OFAS and Ilene Ringel Heller, CSPI (July
19, 2002). 

149 FDA Continues to Review Use of Supplements in Food, Food Chem. News, Aug. 5, 2002, at 1,
9-10.

reminder letter to the industry as a whole reiterating the legal requirements that apply to
such products.144  But these letters have not been followed by stronger measures when
violations fail to be corrected. 

As a result, industry has remained undaunted.  For example, Coca-Cola
purchased two companies that produced products containing ingredients that were the
subject of warning letters to other companies.145  After taking over ownership of the
companies, Coca-Cola continued to market most of the products as originally
formulated.146  ONPLDS informed Coca-Cola of its concerns about these ingredients
and suggested it follow the progress of an Agency review of popular herbals being used
in foods. The GRAS review is being conducted by FDA’s Office of Food Additive
Safety.147 According to the project leader, there is no definitive date when the review will
be done.148   Meanwhile, Coca-Cola continues to market products with the objectionable
ingredients.  

In a revealing article published in a leading food industry trade publication, a
senior FDA official admitted that the Agency would not be prosecuting companies
whose products contained small amounts of ingredients not considered to be GRAS.149 
This policy places the consumer in a “Catch 22" situation.  It encourages companies to
avoid prosecution for selling products with unapproved additives by selling products that
contain misleadingly small amounts of the purported functional ingredient.  In such
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150 21 C.F.R. § 165.110. 

151 See supra note 61, Citizen Petition 95P-02466, Letter to FDA from CSPI (July 26, 2001).  The
letter followed up on a 1995 complaint about many of the same products.

152 S. J.  Olshansky, Leonard Hayflick, and Bruce A. Carnes, No Truth to the Fountain of Youth,
Sci. Am., (June 2002), at 92.

153 Id.

154 See, e.g., GAO Report, supra note 86.  In response to a GAO report critical of FDA’s regulation
of dietary supplements and functional foods, FDA attributed its limited progress on supplement and
functional food projects to limited funding, “resource constraints,” and the need to “leverage resources.” Id.
at 38.

situations, consumers are assured that a product is safe only because it lacks any
significant amount of the functional ingredient.  But products that are considered safe
because of their minimal quantity of functional ingredients may also not have enough of
the active ingredient to work.  

The use of unapproved novel ingredients and misleading claims for functional
foods is not the only area being tacitly accepted by FDA.  In other cases, FDA has
ignored companies that:

! add vitamins to bottled water, which is a violation of the standard of identity for
bottled water.150 

! market processed foods with ingredient claims that misrepresent the amount of
fruits, vegetables, and whole grains contained in the products.151  FDA has taken
no regulatory or enforcement action to date.

! misleadingly promote antioxidants as having “anti-aging powers.”152

According to a recent article in Scientific American, “No Truth to the Fountain of
Youth,” “[N]o currently marketed intervention has yet been proved to slow, stop or
reverse human aging, and some can be downright dangerous.”153

Budget limits are repeatedly given by ONPLDS as the rationale for ignoring such
violations of the Act.154  Conceivably, the Agency could muster the resources to take at
least some enforcement actions in this area.  However, budgetary factors undoubtedly
play a major role in the Agency’s failure to act.  In assuming a posture of non-
enforcement, FDA is fostering an environment where companies feel little need to
comply with the law and where consumers – to their possible economic and health
detriment – are learning that neither industry nor government can be trusted.
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155 Supra note 1.

156 This figure is derived from combining the number of FTEs that FDA describes in its dietary
supplement Cost Out as “Safety and Regulatory” (15.5) plus the number of FTEs that FDA describes as
“Science” (8).  Supra note 8.  

This chart, which is based on data provided by FDA,
includes FTEs allocated to dietary supplement projects
outside the scope of this report.  In 1994, 5 FTEs were
assigned to supplements.  By 2000, that number had
jumped to 23.5 FTEs at headquarters and 22.5 field staff, a
nine-fold increase.  As a result, this chart significantly
underestimates the decline in ONPLDS staff whose
activities are described here.

PART IV - EXTENT OF DECLINING RESOURCES AND
RECOMMENDATIONS FOR BUDGETARY INCREASES

A.  CURRENT STAFFING
ONPLDS presently has a staff of 69 full-time equivalents (FTEs) at FDA

headquarters.  However, according to FDA’s Cost Out,155 23.5 FTEs work on
supplement issues.156  That means that only 45.5 FTEs at ONPLDS work on all other
issues for which ONPLDS has responsibility.  In FY 2002, ONPLDS also requested the
use of 59 FTEs from FDA’s field staff (responsible for conducting inspections,
investigations, and responding to complaints), but it is unclear how many of these
personnel were actually assigned to the Office.  Further, the Cost Out stated that 22.5
field personnel work on supplements.  As will be discussed in detail in Section D, clearly
dozens, if not hundreds, more FTEs are necessary both in the field and at ONPLDS
headquarters to adequately perform the work for which the Office is responsible. 

B.  DECLINING STAFFING OVER THE PAST DECADE
ONPLDS’ staffing in Washington and the field has been on the decline, despite

increasing regulatory responsibilities, since the mid-1990s.  FDA’s ONPLDS budget
breakdown for the 10-year period from FY 1993 to FY 2002 indicates that there has
been a significant decline in the number
of FTEs both at the Washington
headquarters and in the field, as well
as the dollar amounts budgeted for the
Office, both in current dollars and when
adjusted for inflation.  For example, in
1994, before the passage of DSHEA,
the two offices at headquarters that
now form ONPLDS
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157 See Cost Out, supra note 1.  Although DSHEA became law Oct. 25, 1994, this date
corresponds to FY 1995.

158 E-mail communication from Virginia Wilkening, Deputy Dir., ONPLDS to Ilene Ringel Heller,
CSPI (Sept. 12, 2003) (on file at CSPI).

159 ONPLDS’ 10 Year Budget, supra note 6.

160 Id.

161 Gross Domestic Product Deflator Inflation Calculator, Budget of the U.S. Government, Fiscal
Year 2001, Historical Tables, Table 10.1 – Gross Domestic Product and Deflators Used in the Historical
Tables: 1940–2005, available at  http://www.jsc.nasa.gov/bu2/inflateGDP.html.

162 Occasionally, ONPLDS has received one-time increases from special sources, e.g., CFSAN
received $1.9 million in FY 2000 in one-time funding as a result of Agency reprogramming dealing with
tobacco issues. Dietary Supplement Cost Out, supra note 1, at 11.  But these added resources needed to
be used for salary adjustments, such as cost-of-living raises, rather than additions to the work force.  FDA
is also expected to allocate more resources to its new qualified health claims initiative, but that reallocation
will be temporary.

had 105 FTEs.157   It is estimated that at that time 100 FTEs worked on labeling and that
five worked on supplement issues.158  By 2002, that figure dropped to 69 FTEs, more
than a 33% reduction.159  Considering that the number of FTEs devoted to supplements
rose more than four-fold to 23.5 FTEs, the real decline for other ONPLDS issues was
from 100 FTEs to 45.5 FTEs at headquarters, a 54.5% reduction.

The amount of actual funding for ONPLDS headquarters’ staff has also declined
from $7,077,000 in 1994 to a projected $6,647,543 in 2002, a 6% decline in current
dollars.160  However, taking inflation into account, ONPLDS’ funding actually decreased
by 18%.161  As staff members retire, they are not replaced, and shortages grow worse
each year.162  
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163 Field staff requested by ONPLDS reached a low of 51 in 2001.  These figures are based on
estimates provided to CSPI by FDA.  See supra note 7.

164 All 2002 budget figures are based on estimates provided by the Agency to CSPI.

165 Food Marketing Institute, Food Marketing Industry Speaks 2003: The State of the Food Retail
Industry 10 (2003).  The figure used represents the median number of items (SKUs) carried.  Id.

166 Howard Elitzak,  Food Marketing Costs at a Glance, Food Marketing, Economic Research
Service, USDA, (Sept. - Dec. 2001) at 47.  This figure includes restaurants but excludes imports and
seafood.

Similarly, the number of FTEs sought for the field dropped by nearly 8%, from 64
in 1994 to 59 in 2002.163  Although funding for ONPLDS’ field FTEs rose from
$4,817,000 (in 2002 dollars) in 1994 to $5,900,000 in 2002,164 the increase still did not
restore the number of FTEs to the 1994 level.  It is also important to note that while field
personnel often perform enforcement-related activities as discussed in Part III C,
headquarters’ responsibilities include a broad spectrum of regulatory and policy making
functions.  Thus any increases in field staff cannot be equated with increases in
headquarters staff.   

In contrast, the food industry has grown significantly during the last decade.  In
2002, consumers could choose from approximately 35,000 products in a typical
supermarket, up from 30,000 in 1992.165  Further, consumers spent $661.1 billion in
2000 on food, up from $489.2 billion in 1993 ($582 billion after adjusting for the 19
percent rise in the Consumer Price Index for food).166  That is almost $79 billion more
than in 1993, after adjusting for inflation.  In short, while ONPLDS’ resources have
declined, the food industry has grown and is presenting the Office with increasing
regulatory challenges.
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167 The Agency’s interpretations of these court decisions is under legal challenge.

168 The actual number of petitions requiring ONPLDS’ review may be substantially higher.  The
existence of a petition is not made public until FDA decides to accept it for filing.  Petitions that are denied
are not publicly available.  FDCA § 403 (r)(4)(A), 21 U.S.C. § 343 (r)(4)(A).

169 Just to keep level with 1994, the Office needs an increase of 59.5 FTEs at a cost of roughly $6
million per year.  However, simply returning to the 1994 level would still not enable ONPLDS to cope with
all of the Office’s new responsibilities that have been assigned to it since that time. 

C.  INCREASING REGULATORY RESPONSIBILITIES, DECLINING RESOURCES
Though ONPLDS’ staff and budget have decreased, the Office’s responsibilities

have greatly increased because of new legislative mandates from Congress, marketing
trends within the food industry, judicial orders, and new technologies.  As discussed
above, ONPLDS has had to cope with entirely new product categories, such as foods
claiming to be free of genetically modified ingredients and functional foods that contain
herbal medicines.  The Office has further been directed to comprehensively review
entire existing regulatory programs, such as food standards.  It has been forced to
grapple with problems such as misleading labeling claims on the Internet and has
interpreted various court decisions as requiring the Agency to expand the scope of
ONPLDS’ responsibilities to include the authorization of health claims for foods based
on preliminary scientific evidence.167  Any one of these areas would consume significant
resources.  Together, they create an enormous need for additional staff.

However, not since the early 1990s, when FDA was given a deadline by
Congress to implement new regulations for nutrition labeling, has the Agency assigned
substantial numbers of new staff to the offices that now comprise ONPLDS.  ONPLDS
must now carry on all of the responsibilities of those two offices, as well as new
responsibilities for dietary supplements, functional foods, Internet marketing, and other
matters.  ONPLDS sorely needs additional FTEs to address new regulatory issues as
well as to respond substantively to the more than 50 petitions168 for which it is
responsible, to complete more than 10 rulemaking proceedings already underway, and
to take enforcement actions needed to undo FDA’s current image as a “paper tiger” in
many food-related areas.

D.  ONPLDS NEEDS AN INCREASE OF $30 MILLION PHASED IN OVER A THREE-   
      YEAR PERIOD TO EFFECTIVELY CARRY OUT ITS MANDATE

To fully accomplish its current mission, we estimate that ONPLDS needs at least
175 additional FTEs in Washington and 125 additional field FTEs.169  Many of these
FTEs may be hired as outside contractors, rather than permanent FDA staffers, given
the specific nature and technical aspects of the work involved.  This plan would require
a budget increase of $30 million phased in over a three-year period to enable the Office
to carry out its mission effectively.  The chart on page 47 estimates the number of FTEs
needed for each of ONPLDS’ specific responsibilities.  While some of these matters
may be resolved over time, they would likely be replaced by new issues.  Thus, the
budget increases we recommend should be maintained permanently.  

Additional Resource Allocations 
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* FDA’s qualified health claim program is currently under legal challenge.

Needed For ONPLDS
Number of

FTEs Required
(Headquarters
Field Staff, and

Contractors)

Areas of Regulatory Activity

49      Nutrition Labeling and Health-Related Claims

• Health claims notice and comment rulemaking (5)

• Health claims based on authoritative statements (3)

• Health Claims Initiative – qualified health claims (15)*

• Nutrient content claims notice and comment rulemaking (2)

• Nutrient content claims based on authoritative statements (3)

• Completeness and accuracy of “Nutrition Facts” panel (3)

• Updates to nutrition labeling requirements (10)

• Voluntary nutrition labeling (3)

• Structure/function claims standards and enforcement (5)

25 Infant Formula Act

• Levels of nutrients (4)

• Good manufacturing practice requirements (3)

• Product recalls (3)

• Notifications for new infant formulas (10)

• Errors and misbranding violations on labels (5)

9 Other Foods For Use by Special Populations

• Provisions for Foods for Special Dietary Use (1)

• Permissible product claims and labeling for medical foods (4)

• Enforcement actions against products that are medical foods
in name only (4)
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34 Scientific Research

• National Nutritional Monitoring System (5)

• Dietary exposure to substances in food (5)

• Working groups of Interagency Board on Nutrition Monitoring
and Related Research (5)

• National dietary guidance (4)

• National nutritional objectives, such as Healthy People 2010
(5)

• Methodology for food and dietary supplement analyses (5)

• Improved analytic capability for labeling compliance (5)

55 Ingredient Labeling

• Full disclosure of ingredients (20)

• False or misleading ingredient claims (20)

• Common or usual name regulations (8)

• Percentage declaration of characterizing ingredients (7)

15 Food Quality

• Definitions and standards of identity for foods (8)

• Temporary marketing permits (4)

• Descriptive terms such as “fresh” and “natural” (3)

30 Emerging Issues

• Functional foods (6)

• First Amendment issues (4)

• Biotechnology (5)

• Use-by Dates (3)

• Food fortification (5)

• Irradiation (2)

• Choking Hazards (2)

• Codex Alimentarius Commission (3)
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 36 Pending Petitions

• Allergenic Ingredients (15)

• Caffeine Labeling (6)

• Added Sugars (6)

• Other outstanding petitions (9) 

22 Proposed Rules

Trans fat DV/Claims (4)

Available Fat Content Labeling (3)

Medical Foods (5)

Other proposed rules (10) 

25 Enforcement

Total = 300 additional FTEs
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170 Under the FY 2003 Budget, FDA receives $1.373 billion.  Consolidated Appropriations
Resolution FY 2003, Pub. L. No. 108-7 (2003).

171 FDA Cost Out, supra note 1.

172 See supra note 35, at 723. 

173 Id. at Table 3.

174 Id. “The value of a life-year was based on 1988 dollars and was set at $1.5 million, only a fraction of
the $6.5 million value currently used by FDA.  See discussion infra note 178 and accompanying text. 

Under this plan, FDA would receive an additional $10 million the first year, $20
million in year two, and $30 million in year three and subsequent years.  An influx of $10
million in FY 2004 would almost double ONPLDS’ current budget and enable it to hire
up to 100 employees (or contractors) at headquarters and in the field.  This figure is
based on the assumption that each FTE costs the Agency at least $100,000 per year in
salary, office, laboratory, and other costs.  Similarly, during the second year, a $20
million increase would provide for 50 more FTEs at ONPLDS and 50 FTEs in the field,
in addition to those hired in FY 2004.  In year three, and subsequent years, ONPLDS
would receive $30 million to hire another 50 FTEs in Washington and 50 FTEs in the
field in addition to those added in years one and two.  This increase represents less
than 2% of FDA’s current budget.170

 The increase would be quite modest in comparison to the amount of money FDA
has said it needs solely to implement its mission in the area of dietary supplements. 
The Agency estimated that it needs from $90 million to more than $160 million over a
five-year period just to implement ONPLDS’ responsibilities under DSHEA.171  Thus, an
increase of $30 million phased in over a three-year period for all of ONPLDS’ other
responsibilities is reasonable.  Although that amount would be considered relatively
small in terms of the funding needed to improve certain other program areas within
CFSAN, such as biosecurity, it could make a huge difference in ONPLDS’ performance.

Furthermore, any increase in spending might be more than offset, in dollar terms,
by savings attributable to reduced health care costs and economic benefits.  For
example, the implementation of just one aspect of ONPLDS’ responsibilities, mandatory
nutrition labeling, is associated with enormous health and economic benefits.  A leading
study published in the American Journal of Public Health, “Potential Health Benefits of
Nutrition Label Changes,” based on a cost/benefit analysis ordered by FDA, concludes
that “relatively small changes in nutrient intakes may generate large public health
benefits.”172  The researchers estimated that “the number of discounted life-years
gained nationwide for the first 20 years after the implementation of mandatory nutrition
labeling requirements ranges from a high of nearly 1.2 million to a low of
40,000.”173According to this study, the value of life-years saved in dollar amounts by
mandatory nutrition labeling ranged from more than $106 billion to $3.5 billion over the
same 20-year period based on 1988 dollars.174  Annually, this amounts to approximate 
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175 See supra note 161. These estimates are expressed in 2002 dollars.

176 68 Fed. Reg. 41,434, 41,488, 41,467 (July 11, 2003). Implementation costs for laboratory
analysis, relabeling, and reformulations will range from $139 million to $275 million. Id. at 41,478.  FDA
estimated even greater benefits in the preamble to its proposed rule on trans fatty acid labeling.

177 Raymond Formanek, “Food Allergies: When Food Becomes the Enemy,” FDA Consumer
Magazine, July - August 2001, available at  http://www.fda.gov/fdca/features/2001/401_food.html.

178 In its final rule requiring trans fatty acids to be added to the Nutrition Facts label, FDA chose $5
million and $6.5 million as the values of a statistical life (VSL) because “these values represent reasonable
central tendencies for a larger range of VSL estimates reported in the literature: $1 million to $10 million.”
68 Fed. Reg. at 41,489.

179 These estimates do not include costs to industry.  Presumably ONPLDS would not proceed
with a regulation in this area unless the net benefits of the rule exceeded the costs.

180 65 Fed. Reg. 76,092, 76,102 (Dec. 5, 2000). 

savings of from $5.3 billion to $178 million.  When adjusted for inflation, the benefits
range from $7.3 billion to $245 million per year.175

Additional work by ONPLDS to modify the Nutrition Facts panel would result in
even more substantial savings.  For example, in the preamble to its Federal Register
notice requiring that trans fatty acids be listed on the Nutrition Facts label, FDA
concluded that within three years after the rule takes effect, the regulation could prevent
from 240 to 480 deaths and from 600 to 1,200 cases of coronary heart disease and
result in total benefits ranging from $4.1 billion to $8.3 billion.176  While the precise
number of FTEs that were required to develop this regulation is not available, it is clear
that the economic value of the benefits of the regulation greatly exceed the entire
budgetary increase being sought for ONPLDS.

Significant benefits can be replicated in certain other areas of ONPLDS’ work. 
For instance, requiring the prominent disclosure of allergenic ingredients on labels
would help protect the 5 million Americans who suffer from food-related allergies. 
Approximately 150 consumers die from food allergies each year.177  Assuming that a
value of $6.5 million can be assigned to each life saved,178 and assuming that clearer
ingredient labels could reduce the death toll from food allergies by 10%, ONPLDS’
action in this area could save 15 lives annually.  The value of lives saved would amount
to $97.5 million per year, far more than the $30 million per year budgetary increase
needed to allow ONPLDS to accomplish its entire mission.179  

Similarly, work by the Agency to modify product labels to include safety
information has resulted in substantial savings in health costs, at relatively modest costs
to the government in terms of FTEs expended to develop and finalize the regulation. 
For example, FDA issued a final regulation in 2000 requiring safe handling instructions
to appear on cartons of shell eggs that have not been treated to destroy Salmonella
microorganisms.180   FDA estimated that requiring such instructions could result in the
prevention (median estimate) of from 14,958 to 65,801 illnesses and median annual
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estimated benefits of $259.5 to $703 million.181  Even the lower end of the benefit range
of this single program greatly exceeds the total budget increase being recommended for
ONPLDS.

Health benefits representing enormous economic value also could be achieved
through improved tracking of adverse events associated with functional foods, nutrition
labeling of added sugars, quantitative declarations for caffeine, and percentage labeling
of healthful ingredients in processed foods such as fruits, vegetables, and whole grains.

If increased activity by ONPLDS in any of these areas saved just 10 lives per
year, the entire cost of increasing ONPLDS’ budget would be more than offset by the
value of lives saved.  It is certainly prudent to provide ONPLDS with additional funding
of $30 million a year when, based on one program alone (mandatory nutrition labeling),
that increase can translate into an annual cost savings to the public of $245 million.182

Additional economic benefits directly to industry could be achieved by giving
ONPLDS the resources it needs to finalize proposed rules and more quickly respond to
industry petitions that request actions to ensure fair competition such as the revision of
food standards and the issuance of temporary marketing permits. 

For these reasons, it is incumbent upon Congress to ensure that ONPLDS
receives the financial support that it needs.  Increased funding would produce public
health dividends and economic rewards far in excess of the additional expenditures. 
Even in an era of budget deficits, such funding is a wise investment.  If necessary,
Congress should shift funds away from programs that produce fewer public benefits
relative to government expenditures and provide ONPLDS with the funding it needs to
accomplish its mission.  This investment would benefit both consumers and industry
alike.


