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RE: Docket No. FDA-2008-P-0248. Citizen PetitioRequesting FDA to Treat Weight Loss
Claims for Dietary Supplements as Disease Claims.

The Council for Responsible Nutrition (CRNppreciates this opportunity to provide
FDA with comments regarding the Citizen Petitioguesting the Food and Drug Administration
(FDA) to treat weight loss claims for dietary sugapkents as disease claims recently submitted
on April 17, 2008. Appropriate and adequately substantiated wedags ¢laims for dietary
supplements and conventional foods are legitimatetsire/function claims, not disease claims.
FDA has already carefully considered this matt2dA0, and nothing provided by the
petitioners warrants a reversal of that positi@RN opposes this petition, and we urge the FDA
to deny the petitioners’ request.

This petition is without merit for four primary reans:

! The Council for Responsible Nutrition (CRN) is teading trade association representing dietarplsapent
manufacturers and ingredient suppliers. CRN congsgoroduce a large portion of the dietary suppleme
marketed in the United States and globally. Oumives companies manufacture popular national braadeell as
the store brands marketed by major supermarketg,siore and discount chains. These productdratkale those
marketed through natural food stores and mainstdiesut selling companies. Our 65+ manufacturadssupplier
members agree to adhere to voluntary guidelinesyéorufacturing, labeling and marketing and CRN'sl€of
Ethics.

2.0n April 17, 2008 the American Dietetic Associati@he Obesity Society, Shaping America’s Healtth an
Glaxosmithkline Consumer Healthcare jointly subedta petition to the FDA requesting the Agency mieiee that
dietary supplements bearing claims that they prejradsist, or otherwise help in weight loss arseae claims"
under Section 403(r)(6) of the FD&C Act. 21 U.S8&343(r)(6).



(1) FDA correctly decided in 2000 that weight latsms (as opposed to claims to treat
obesity) are appropriately structure/function ckinmder the Dietary Supplement Health
and Education Act of 1994 (DSHEA) based on theniehégl use of these products;
marketers promote these products, and consumera/losdeningly turn to various weight
loss products (including conventional foods, digtsurpplements and other weight loss
plans, programs and equipment), for cosmetic reaand immediate health benefits such
as feeling better and having more energy, not priyn manage their risk of disease.

(2) The condition of being “overweight” has not besstablished by the petitioners as a
validated modifiable risk factor for, or surrogatepoint for, disease. FDA has
historically held petitions for health claims ttigh threshold -- a standard the
petitioners have failed to meet -- to demonstrias¢ imodification of the risk factor
results in a direct and quantifiable reductionisi 10f a specific disease; mere
associations of the risk factor with disease rssksufficient to support a health claim.

(3) Contrary to the petitioners’ assertions, if FilvAre to grant this petition, it would
result in sweeping implications for weight-relatddims for the entire category of

“food,” and create a slippery slope for other stwue/function claims that would
essentially “disease-ify” many health conditions crrently considered to be diseases
or surrogate endpoints for disease. This wouldpdeithe dietary supplement category as
envisioned by Congress with the passage of DSHEA.

(4) To the extent that unsubstantiated or mistegadlaims are being made for weight
loss products (and indeed any FDA-regulated pra&juttte petitioners’ concerns can and
should be addressed through increased enforcerheristing laws and regulations by
both FDA and the Federal Trade Commission (FTCanydietary ingredients are well-
substantiated for weight loss, and a few outrageaamples of claims that already
violate both FDA and FTC requirements for the sambigation of labeling and advertising
do not justify removal of weight loss claims frohetstructure/function category
altogether.
Background
Before elaborating on legal basis for CRN'’s positwith respect to the petition, it is
important to call attention to the realities thabgld be acknowledged by the requests in this
petition. The petitioners request that weight lbsse-classified as a disease claim, requiring
FDA approval as a health claim, and simultaneoasiye that none of the existing dietary

ingredients making weight loss claims should sgtisé requirements of a health claim. Such a

request, if granted, would in effect concede maeketusivity to a single company for its over-



the-counter (OTC) weight loss drug product. Witk support of three non-profit organizations,
GlaxoSmithKline (GSK) is essentially asking FDAdliminate the claims for dietary
supplement weight loss products that compete wsthdnprescription drug dlli Since the OTC
introduction of allf a year ago, the product has become a $100 milieenue stream to GSK,
one that would grow even more if dietary supplenogtions for weight management were
eliminated.

As will be demonstrated below, if FDA were to makeight loss a disease claim and
then hold dietary supplement weight loss claimgh&"significant scientific agreement (SSA)”
standard, it would likely lead to removal of marfynpt all) weight loss claims made by dietary
supplements -- not because they fail to possessmadle scientific evidence to substantiate
their weight loss claims, but because of the hightbat FDA has created for the SSA standard.
The Center for Food Safety aAgplied Nutrition (CFSAN) has previously declarédt global
indicators not related to any one specific diseasenot recognizable modifiable risk factors for
disease. alli® came to the consumer healthcar&enhtdirough an “Rx-to-OTC switch” petition
evaluated by CDER thus avoiding that scrutinyfakt, one wonders if alli® was not a drug, but
rather a dietary supplement, if GSK codkmonstrate significant scientific agreement to the
satisfaction of CFSAN as to the reduction of rifla@pecific disease associated withpitsduct,
i.e., could alli® on its packaging claim that itgestion results in the reduction of risk for a

specific disease, such as cancer?

CRN now turns to its legal arguments:

1. FDA correctly decided in 2000 that weight loss clais (as opposed to claims to treat
obesity) are appropriately structure/function claims under DSHEA based on the
intended use of these products; marketers promoténese products, and consumers
overwhelmingly turn to various weight loss productgincluding conventional foods,



dietary supplements and other weight loss plans, pgrams and equipment), for
cosmetic reasons and for immediate health benefisaich as feeling better and having
more energy, not primarily to manage their risk ofdisease.

The question petitioners seek to re-open, namesthgn weight loss is a
structure/function clairhor a disease claihwas correctly decided in 2000. At that time, FDA
issued regulations intended to clarify the typestaofcture/function claims that can be made for
dietary supplements and specifically concluded ‘tvaight loss claims are properly considered
structure/function claims®. In the final rule on structure/function claims ftietary
supplements, FDA concluded that overweight (anywrabove one’s ideal body weight but
not obese) is not a disease, and that weight lagas for dietary supplements are legitimate
structure/function claims and not disease claiifise Agency made clear that weight loss
products can be used by consumers experiencingedyaf degrees of overweight, that
overweight is not a disease state per se, andwmaight loss claims cannot be viewed as
treatment or disease claithsTo CRN'’s knowledge, this position has not changétin FDA,
and the petitioners do not assert that overwegyhtdisease itself. (The claim that it is instaad
validated modifiable risk factor for disease wil bddressed in section 2 below). Rather,
overweight is related in observational studiesatongny conditions that it may best be

understood as a factor affecting the general stracnd function of the body and therefore

¥ See 21 U.S.C. 8434(r )(6)(A).

* The term “disease claim,” as used in the petitiefers to 21 USC §343(r)(6), which generally phitsithe use of
claims that “claim to diagnose, mitigate, treatecar prevent a specific disease . . .” in coniectiith dietary
supplements. However, the FD&C Act, as modifiedh®/NLEA, expressly permits certain kinds of d&sealaims
called “health claims” for foods including dietasypplements, which describe the relationship betvaenutrient
and a disease or health related condition,” pralitiese claims are specifically permitted by thenay. See 21
U.S.C. 8343(r)(3)..

® 21 CFR §101.93 Federal Register: January 6, 206ifie 65, Number 4) page 1027.

61d.



altering a person’s overall susceptibility to ai@grof conditions and diseases. This does not
establish overweight as a disease itself or asragate marker for any specific disease.

The National Institutes of Health (NIH) documenttba health risks of being
overweight, cited repeatedly by petitioners, makesition not only of coronary heart disease,
stroke, various cancers, and diabetes, but aldodes sleep apnea, osteoarthritis, gallbladder
disease, and complications of pregnancy as conditicat may be related to overweighthe
broad scope of conditions potentially affected ssgg that overweight may broadly impair
normal functioning of the body, not that overweighé disease itself or surrogate marker for
any particular disease. Moreover, these conclusaaoe$ased on observational data from studies
comparing populations with ideal body weight vspplations that are overweight to
demonstrate associations between risk for theséhtmmnditions and the degree of overweight.

The petitioners further contend that consumersousecorporate weight loss products in
their daily dietssolely or primarily to manage their risk of disease. This argumefiiged on
two levels. First it supplants the statutory staddbf “intended use” of a product with a
consumer perception standard. The Food, Drug &t@tis Act (FD&C Act), as amended,

determines the classification of a product baseitiscimtended use” as demonstrated by the

" National Institute of Diabetes and Digestive aridni€¢y Diseases. Do you know the health risks aidei
overweight? (Accessed January 3, 2008tigt//win.niddk.nih.gov/publications/health_ridkisn), Centers for
Disease Control and Prevention. Overweight and iBbes

8 CRN has repeatedly advocated that FDA should migee weight to such observational data in evalgatiew
health claims (see, e.g., CRN Comments on CFSAMN®f Nutrition, Labeling and Dietary Supplements
Evidence-Based Review System for the Scientific Evaluation of Health Claims Draft Guidance, submitted August 29,
2007). However, the agency has stated its poditiahobservational data alone are not sufficientvbith to base a
health claim; rather the agency has asserted lisatgational data are useful for hypothesis geimgyabut not for
hypothesis proving sée CFSAN/Office of Nutrition, Labeling and Dietary fpiementdvidence-Based Review
Systemfor the Scientific Evaluation of Health Claims Draft Guidance (July 2007). While CRN disagred this
conclusion as to the proper weight that shouldibengto observational data, that is the standarditigh FDA
must evaluate this petition unless it is prepaoagkvise its thinking around the use of observaitlidata more
generally. Thus, FDA cannot now rely on the NIH/MIB without simultaneously revising its views on the
influence accorded to observational data in thessdrof other health claims.



claims made by the manufacturer or marketer optbeluct’ Thus, the appropriate inquiry is
whether the manufacturer who markets the partiai&tary supplement is doing so for the
intended use of reducing disease risk, or for atberdisease related purposes. Even the very
ingredients that petitioners later identify assthating the alleged excesses of the weight loss
category do not make claims for reducing one’s oisttiabetes or cutting one’s risk of heart
disease from the use of the produstg,(e.g., “weight loss,” “burn fat and calories,” “effecav
weight control,” “metabolize fat, convert protemto muscle,” “development of lean body
mass,” and “fires up your fat-burning engine”). the claims made for the products amply
demonstrate, the manufacturers overwhelmingly ptertitese weight loss products for weight
loss itself, and for the cosmetic and appearaniegedtresults as well as immediate health
benefits such as feeling better or having moregnérhe manufacturers’ intended use,
regardless of consumers’ general perceptions dheyiossible residual benefits of weight-loss
or weight control, is not about disease risk reiunct

Moreover, even if one were to accept that consunmivations rather than
manufacturer’s intent should govern, the petitisi@ave not established that reduction of
disease is thprimary motivation for consumers who use dietary suppleméar weight loss.
That assertion is based on a single survey spathsma: presented by the petition@and
provides insight into consumers’ perceived benefitweight loss, not their motivation for
seeking to lose weight or to use these productsoiling to other sources of consumer research,

more consumers cite appearance than disease pogvastthe reason for their use of weight

° A dietary supplement means a product “intendestifiplement the diet...” 21 U.S.C. §321(ff).

19 Data fromThe Landmark Survey —Center for Survey and Research Analysis, Unigec§iConnecticut, Center
for Weight Loss, University of Pennsylvania; ciiadhe citizen’s petition, pg. 11



loss products (60% vs. 42%, respectivelyNot only do consumers turn to weight loss prosluct
primarily for cosmetic reasons and immediate heladthefits, the degree and extent of weight
loss desired varies tremendously, depending onmistances and personal preferences. Indeed,
in its 2000 final rule, FDA recognized this fact $tpating, “FDA believes that it is commonly
understood that ‘weight loss plans’ relate to aadroange of overweight statuses. Therefore,
weight loss plans are not so narrowly associatéd disease treatment that a reference to use as
part of a weight loss plan should be consideredeade claim®? With this comment, FDA
alluded to the fact that consumers use or incotpasgight loss products for many reasons other
than to manage their risk of disease. This comdtathe petitioners’ unsupported assertion that
the condition of overweight is primarily a markdrdisease risk and is so perceived by
consumers. According to the petitioners, even “Taedmark Survey” supported by one of the
petitioners, found that only 43% of consumers whd attempted to lose weight said the primary
benefit they hoped to gain was to improve theirthed

For contextual purposes, consider the consumermdypbe a few pounds over his or her
ideal body weight, or who may even be at or beltsoln her ideal body weight. In both
situations, the consumer may be interested indpaifew pounds, perhaps to fit into a different
clothing size or improve appearance (before a beacation, in anticipation of a wedding, class
reunion, or other public event, etc.). In neitbase should they be classified as “diseased,” and

in neither case is disease prevention the consgmerhary motivation for weight loss.

12006 NMI Health and Wellness Trends Report (HWTRtural Marketing Institute.
1221 CFR §101.93(g)(2)(vi) Federal Register: Jan6ai3000 (Volume 65, Number 4).

13 Data fromThe Landmark Survey —Center for Survey and Research Analysis, Unisec§iConnecticut, Center
for Weight Loss, University of Pennsylvania; citadhe citizen’s petition pg. 11



The FDA correctly decided in 2000 that weight l@sproperly considered a
structure/function claim and petitioners’ argumentthe contrary should not now persuade

FDA to reverse that decisidf.

2. The condition of “overweight” has not been establised by the petitioners as a
validated modifiable risk factor for, or surrogate endpoint for, disease. FDA has
historically held petitions for health claims to ahigh threshold -- a standard the
petitioners have failed to meet -- to demonstratehiat altering a risk factor results in
a direct and quantifiable reduction of risk of a sgecific disease; mere associations of
the risk factor with disease risk is insufficient b support a health claim.

Acknowledging FDA's stated position that weightdas not a disease claim, the
petitioners claim that the condition of overweighactually a risk factor for chronic disease and
therefore request FDA to designate “weight losafok as "disease claims" under Section
403(r)(6) of the FD&C Act). 21 U.S.C. § 343(r)(6poing so, according to the petitioners,
would require manufacturers of dietary supplemémtsbtain an FDA approved health claim
prior to marketing products claiming to supportg¥eiloss. Therefore, in order for FDA to
grant the petitioners’ request, it must determivad bverweight is a validated modifiable risk
factor or surrogate endpoint for chronic diseaSBPA has not determined this, and the
petitioners provide little credible scientific eetdlce in this petition to establish overweight as a
validated modifiable risk factor for disease. @aty, there are insufficient data to satisfy the

high threshold FDA has established in its evaluatibother health claim petitions to the agency.

14 petitioners separately argue that their requess dot seek to reverse prior FDA decisions buerathly to
articulate a new interpretation of the criteria@nmced in 21 CFR §101.93. Regardless of how ibigayed, the
result the petitioners seek is a reversal of tleeipus decision clearly articulated by FDA in Jaryu2000, namely,
in order to remove weight loss as a permissiblecgire/function claim for dietary supplements amdequire pre-
market approval for these claims. Such a reveveald constitute a substantive change demandingdtice and
comment rulemaking.



In its recently released Draft Guidan&®jdence-Based Review System for the Scientific
Evaluation of Health Claims,*® the Agency lists the following examples as surtegmdpoints
currently accepted by the NIH and/or FDA:

(1) serum low-density lipoprotein (LDL) cholestepalncentration, total serum

cholesterol concentration, and blood pressuredatiovascular disease; (2) bone

mineral density for osteoporosis; (3) adenomata@lmcpolyps for colon cancer;

and (4) elevated blood sugar concentrations andimiesistance for type 2

diabetes.

The condition of overweight is not listed amongsehexamples. Also missing from this list are
many other risk factors for which there are sulisitbdata, but that FDA does not consider
validated modifiable risk factors or surrogate amdfs, including high serum homocysteine for
cardiovascular disease, low macular pigment defsitgge-related macular degeneration
(AMD), and cartilage degeneration for osteoarthi(@®A). In a letter of denial in response to a
qualified health claim petition for lutein and AMIBk, FDA concluded that macular pigment
“...is not recognized as a surrogate endpoint foraiskMD or cataracts... ¥ citing a lack of
intervention data that establishes a causal limwéen low macular pigment levels and AMD
risk or that demonstrates that higher macular pigriavers AMD risk. In a similar letter in
response to a qualified health claim petition flalcgsamine and chondroitin sulfate and OA

risk, FDA concluded that cartilage degeneratiomosa recognized modifiable risk factor for

OA,'" again citing, among other issues, a lack of irgetion data establishing causality between

15 CFSAN/Office of Nutrition, Labeling and Dietary SplementsEvidence-Based Review System for the Kientific
Evaluation of Health Claims Draft Guidance (July 2007).

16 CFSAN/Office of Nutritional Products, Labeling,chBietary Supplements, Qualified Health Claims:téeof
Denial - Xangold® Lutein Esters, Lutein, or Zeaxantand Reduced Risk of Age-related Macular Deggiter or
Cataract Formation (Docket No. 2004Q-0180) DecemBef005.

" CFSAN/Office of Nutritional Products, Labeling,caDietary Supplements, Letter Regarding the Relatiip
Between the Consumption of Glucosamine and/or Qtoitivd Sulfate and a Reduced Risk of: Osteoar#yriti
Osteoarthritis-related Joint Pain, Joint Tendernasd Joint Swelling; Joint Degeneration; and Geagd
Deterioration (Docket No. 2004P-0059) October Q420CFSAN/Office of Nutritional Products, Labelirend



cartilage degeneration and OA risk. FDA also ad&r@d whether joint degeneration could be
considered a modifiable risk factor for OA, and daded that the term is too global or general
because joint degeneration is associated with aegiseases. This same rationale applies even
more so to the condition of overweight, which caralssociated with a myriad of diseases, but
not to any one specific disease.

The petitioners incorrectly and repeatedly refenighh serum cholesterol and high blood
pressure in a failed attempt to equate these twdigons with overweight in terms of their
relevance to disease risk. FDA has ruled thesgaidated modifiable risk factors or surrogate
markers for disease, and thus, product claims watiate or imply lowering of cholesterol or
blood pressure are disease claims or health clamsring FDA approval. This conclusion is
based on human intervention data which shows tbaufation of these risk factors directly and
independently affects the risk of cardiovasculaedse. Health claims for dietary fidér,
phytosterol§’ and sodiurff have been approved by the Agency on this basisile\the
petitioners cite a vast evidence base of epidemicdd data which shows an association between
adiposity and conditions of overweight and incréassk for various chronic diseases, they falil
to provide data that demonstrates that weightpesse for the average adult results in a

guantifiable, direct and independent reductionsk for any one chronic disease. In other

Dietary Supplements CFSAN/Office of Nutritional Buats, Labeling, and Dietary Supplements, CFSAN¢@bf
Nutritional Products, Labeling, and Dietary Suppdaits, Letter Regarding the Relationship Between the
Consumption of Crystalline Glucosamine Sulfate arfReduced Risk of Osteoarthritis (Docket No. 2000B9)
October 7, 2004.

821 CFR § 101.77 Health claims: fruits, vegetsbiad grain products that contain fiber, partidylsoluble
fiber, and risk of coronary heart disease.

1921 CFR § 101.83 Health claims: plant sterolfst@sters and risk of coronary heart disease (CHD).

2021 CFR § 101.74 Health claims: sodium and hgpsion.
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words, the petitioners fail to meet FDA's critefta establishing a marker as a validated
modifiable risk factor or surrogate endpoint fosehse.

Body weight, like countless other metabolic measuisevariable and can be influenced
by individual genetics, decisions relating to teéstion of foods and other environmental and
lifestyle factors such as exercise. Body weigkg antioxidant status or immune function, can
be optimized, and optimization is very likely tovkahealth benefits as a direct result of
improving the overall structure and function of tiedy. However, claims relating to such
benefits are not health claims (or disease claasgjefined by the 1990 Nutrition Labeling and
Education Act (NLEA). Instead, modification of bodeight falls squarely within the scope of

structure/function claims. Thus, FDA should notlassify weight loss as a disease claim.

3. The petitioners’ request would result in sweepingmplications for weight-related
claims for the entire category of “food,” and would at the same time, create a
slippery slope for other structure/function claimsthat would essentially “disease-
ify” many health conditions that are not currently considered to be diseases or
surrogate risk factors for disease. This would cpple the dietary supplement
category as envisioned by Congress with the passagfeDSHEA.

A. If implemented, the petition would have an irgpan both dietary supplements and
conventional foods.

Despite the petitioners’ brief (two sentence)rafieto remove conventional foods from
being impacted by this petition, by their own ratte, they have not succeedédThe
petitioners repeatedly reference, and attempttewpret, Congress’ intent behind NLEA,
through which Congress authorized FDA to promulgatgilations for health claims. According

to FDA, health claims are, “statements about substance/disease relationskip#\.has

L The petition states that it would not “precludenmiacturers from making fully substantiated clattmet their
products ‘help to maintain healthy weight thatlieady within normal range.” This petition alsowld not apply to
conventional foods that may assist the generallptipa in controlling weight.” $ee page 2 of Petition).

11



defined the term ‘substance’ by regulation @pegific food or component of food (emphasis
added). An authorized health claim may be usedotin @tonventional foods and dietary
supplements® However, NLEA applies equally to all “food” procts, a statutory category of
which dietary supplements are only one part.

If, as the petitioners contend, weight loss claames“disease claims” and products
bearing such claims must petition FDA for a healtim approval under NLEA, then
conventional foods as well as dietary supplemeimtsidvnecessarily be affected. In this case,
products ranging from meal replacement beverage$ars to cereals and frozen dinners would
be required to receive FDA approval prior to makivejght loss claims. The petitioners attempt
to deny this logical extension of their positiondigiming that such foods are intended to
“maintain weight” through calorie control, and tharg not subject to the petition. In fact, such
food products are among the products most comnmnighased by consumers for “weight
loss” and outperform dietary supplement productsims of total volume and sales ($5.4 billion
vs. $1.7 billion, respectively in 20083. To officially exempt conventional foods from bgin
affected by this petition if it were to move forwlawould require amending the FD&C Act.

Many conventional foods are offered specificatly Weight loss, and the weight loss
claims for such foods cannot be treated separftaty weight loss claims for dietary

supplements. The 2002 FTC report on weight lossridingd* included discussion of

#2U. S. Food and Drug Administration Center for F&adety and Applied Nutrition, Office of Special iNtionals
Guidance for Industry: Significant Scientific Agraent in the Review of Health Claims for Converdgidroods
and Dietary Supplements December 22, 1999.

3 Figures include combined sales for liquid mealaegments, low-carb foods, nutrition bars (foods)sales for
weight loss supplements for 2006. 2007 — 2008tSydatrition and Weight-Loss Repomtlutrition Business
Journal.

24 \Weight Loss Advertising: An Analysis of Currerrefids. A Federal Trade Commission staff repoept@mber
2002http://www.ftc.gov/bep/reports/weightloss. pdf

12



numerous advertisements for dietary supplementalbatincluded 48 advertisements for meal
replacements and other conventional foods. A len@imination of today’s supermarket shelves
reveals numerous products specifically labeled@ndhoted for weight loss — not as the
petitioners suggest merely for weight maintenar®m-Fasf product labels assert that “Slim-
Fasf is aproven approach to weight loss” and urge consumers ibavisebsite “fofFfREE
weight loss support.” The Slim-F&swebsite says the products are “designed for weéigist
and encourages women to take the challenge to tipge 24 Ibs. in 12 week$™ General

Mills’ fiber bars under the Curv8drand invite consumers to “take it off and keepfft and the
related website assures women that “losing wegtes great?®® The National Dairy Coundil
asserts that three servings of dairy products edeyyhelps with weight los3,although a recent
comprehensive review questions the evidence fdr anceffecf® FDA could not, as the
petitioners suggest, restrict weight loss claimgdietary supplements while ignoring direct or
implied weight loss claims for conventional foods.

The petitioners’ vain attempt to exclude converdidnods, and especially foods for
“weight management” as opposed to “weight losgirfithe requested action should be seen as
nothing more than an attempt to isolate and eliteic&ims for dietary supplements that are in
most competition with affi while not disturbing conventional foods that akewise promoted
for weight loss but do not directly compete witlstproduct. There is no rationale for selectively
targeting dietary supplement weight loss claims mawtdmplicating weight loss claims for

conventional foods, as suggested by the petition€he scope of the petitioners’ argument

25 gee hittp://www.slimfast.com/

26 hitp://www.curvesfoods.com/

27 http://www.nationaldairycouncil.org/nationaldairyowil/healthyweight

28 | anou AJ, Barnard ND. Dairy and weight loss hyyesis: an evaluation of the clinical trial§utr Rev. 2008
May;66(5):272-9.
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relates to the general condition of overweight tims$ would have to apply to both product
categories equally, if the argument were acceptadl.a

B. Petitioners’ request to reclassify weight-lassa disease claim would lead to other
structure/function claims being similarly re-cldiesi and would thwart the intent of DSHEA.

The petitioners are essentially asking FDA to adspthe criteria that any claim is a
disease claim if the intended use of the produetts an unhealthy condition that can be a risk
factor for disease,” when construed in its broadestext. If dietary supplements making
weight loss claims are reclassified as making dsedaims, what is the fate of exercise
equipment that makes similar weight loss claimg® Weights and treadmills to be classified as
medical devices? The petitioners’ zeal to reithenmost outrageous of weight loss claims (a
goal shared by CRN and all responsible marketedsetdry supplements) would in fact create a
slippery slope with widespread implications.

Under this expansive view of what is a diseasexglaven items like household soap
(long recognized as a cosmetic) could be reclaskds a drug. Consider that soap (not anti-
microbial soap, but plain ol soap) “treats” an aalhy condition (dirty, unwashed skin) that
can be a risk factor for disease (topical infed)of hus, to the extent that using soap to remove
dirt can reduce the risk of infection, under petigrs’ logic it would treat a risk factor for
disease and would necessarily require FDA appreesien if the advertiser never makes this
claim, but consumers routinely understand thatadribe effects of washing with soap is not
only cleaner hands, but a decreased risk of irdfectiVhile this example may seem extreme, it is
easy to see how this logic could be applied to n@hgr structure/function claims for dietary
supplements, in effect turning common health statéminto diseases. Health statements that

form the basis for structure/function claims wobé&l“disease-ified,” and the ability to make

14



these claims would be diminished. Congress end28HEA in 1994 to provide consumers

with access to accurate information; to assurewmess of access to dietary supplements and to
establish a vibrant marketplace for these produdts.petitioner’s request would unravel that
clear direction of Congress.

Moreover, the petitioners assert that once ovetegyreclassified as a disease claim,
the appropriate standard for the review of weigbsIclaims for dietary supplement products
would be the statutory requirement of significasiestific agreemert® FDA has elaborated on
this standard, saying, “The standard of scientifitdity for a health claim includes two
components: 1) that the totality of the publiclyadable evidence supports the substance/disease
relationship that is the subject of the claim, apdhat there is significant scientific agreement
among qualified experts that the relationship i&vE® One wonders if affiwas a dietary
ingredient instead of a drug approved through aerai®d new drug application (also referred to
as an “Rx-to-OTC switch petition”), could it demtnage to FDA'’s satisfaction that there is
significant scientific agreement that the prodsatffective for reducing the risk of the myriad of
diseases that the petitioners’ link to overweigtat (ust that it helps its users to lose weight) --
or alternatively, thadll products that can demonstrate weight loss effaet®ntitled to use the

disease reduction claims that they reduced congimgk for a variety of chronic diseases.

4. To the extent that unsubstantiated or misleading eims are being made for weight
loss products (and indeed, any FDA-regulated produs), the petitioners’ concerns
can and should be addressed through increased ené@ment of existing laws and
regulations by both FDA and the FTC. Many dietaryingredients are well-
substantiated for weight loss, and a few outrageowexamples of claims that already
violate both FDA and FTC requirements for the subsantiation of labeling and

2921 U.S.C. §343(r)(3)(B)(i).

30 CFSAN/Office of Special Nutritional§gnificant Scientific Agreement in the Review of Health Claims for
Conventional Foods and Dietary Supplements, Guidance for Industry (Dec. 22, 1999).
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advertising do not justify removal of weight loss laims from the structure/function
category altogether.

The petitioners’ complaints are really about outiags claims for weight loss that cannot
be substantiated by the marketers who make thasasciThese complaints are more
appropriately addressed through additional enfoesgmmot reversal of FDA'’s existing policies.
Unsupported claims for FDA-regulated products &lsee been reported to the Agency for
“improved memory”, “increased sex drive”, “reductiof menstrual symptoms”, “increased
strength and muscle mass” and “maintaining digedi®ealth”. Would the petitioners likewise
seek to disease-ify all these conditions in ordeaddress the unsubstantiated claims in these
areas? Existing laws and regulations already makegal to promote dietary supplements for
intended uses -- either in labeling or advertisitbat are not substantiated with adequate and

credible evidence. Regulators possess adequatergynd should enforce existing laws and

regulations®* Increased enforcement of these requirementsmim@gquire any change in
policy by FDA.

Under DSHEA and the FD&C Act, FDA has adequate @itthto take action against
products misbranded with unsubstantiated claime. AD&C Act specifically provides that the
manufacturer of a dietary supplement must havetanbation for claims and that they be
truthful and not misleadinf. Moreover, the law requires that a manufacturestmaotify the
FDA within 30 days of first marketing a dietary glgment with such structure/function claims,

allowing the agency the opportunity to review tka@m and to notify the company if it believes

31 The same Federal register Notice that petitionevs seek to reverse states that “section 402(BJ&)f the

FD&C Act clearly states that manufacturers musehsubstantiation to show that the statementshlegtrhake
under section 403(r)(6) of the act are truthful antimisleading. This indicates that manufactuneust be prepared
to demonstrate to the court that they have sugpodach claim.” 65 Fed. Reg. at 1032.

%221 U.S.C. §343(r)(6)(B).
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the claim is not a valid structure/function claimSimilarly, the FTC under the FTC Act has
adequate authority to take action against deceptivieuthful or misleading advertisemefitsin
fact, in 2004, the FTC launched “Operation Big Eat” a nation-wide law enforcement sweep
against companies making false weight-loss claimsational advertisements. That was one of
several efforts on the part of the FTC to stop geee advertising and provide refunds to
consumers harmed by unscrupulous weight loss askestto encourage media outlets not to
carry advertisements containing bogus weight Itessns; and to educate consumers to be on
their guard against companies promising miraculeeight loss without diet or exerciée.Both
agencies work collaboratively to enforce these lfw$oth the dietary supplement and
conventional food industries. Both possess amgugatly utilize the authority to pursue criminal
charges against offenders as well as to seek efiresonsumers, disgorgement of profits and
(in the case of FDA) product seizures.

CRN acknowledges that there is a small segmenbtbf the dietary supplement and food
industries whose products are associated with whsntiated weight loss claims. CRN
encourages, on an ongoing basis, rigorous enfortenfi¢he law by both FDA and FTC, and
urges its members and the industry as a wholegagmin self-regulatory behavior with respect
to advertising and labeling claims. Beginning i®20CRN has provided an unrestricted three-
year grant totaling nearly $500,000 to the Natiokdwertising Division (NAD) of the Better

Business Bureau to help support increased mong@ina adjudication of cases involving

%3 |d. At §343(r)(6)(C).

% The FTC’s authority derives from Section 5 of FC Act. In addition, dietary supplements haveitiaally
been regulated under Sections 12 and 15, whichilptéhlse advertisements, defined as those theatraisleading
in a material respect,” for foods, drugs, deviaesosmetics.

35 http://mww.ftc.gov/opa/2004/11/bigfatliesweep.shtm
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dietary supplement advertisifigy. Under this program, CRN has already brought tenpetitive
challenges against marketers of dietary supplementisding several against weight loss
products. We believe that inadequate enforcenseamfproblem of resources, not regulatory
authority or legislation. CRN has for some timeHde@d Congress for more funding for FDA,
and will continue to do so, on behalf of its mensbend the Agency/.

Reversing the appropriate decision that was reabizdeDA in 2000 would unfairly
penalize responsible dietary supplement and foogpamies that market their products using
well substantiated claims which properly promot tise of their products in the context of an
overall weight loss plan. The current laws andufagons require that all claims, not just weight
loss claims, must be substantiated by crediblentsiezevidence. Both FDA and FTC have
adequate authority to enforce these laws and regnga and the action requested by this petition

would not in any way enhance the Agencies’ abitityake action against misleading claims.

Conclusion

In conclusion, CRN urges FDA to deny this petitammthe grounds that FDA correctly
determined in 2000 that weight loss claims are @ppately classified as structure/function
claims, and the petitioners have not provided fjeation to reverse that decision. Overweight
has not been established as a validated modifisidactor or surrogate endpoint for disease,
and even the petitioner’'s own product would be Imessed to meet the standard it seeks to hold
dietary supplements to in order to demonstratevegght loss associated with the use of its

product directly impacts a person'’s risk of theedises it cites. Moreover, if FDA were to grant

36 CRN, NAD I nitiative to Expand Review of Dietary Supplement Advertising, CRN press release dated October 18,
2006, http://www.crnusa.org/PRO6_ CRN_NAD091806.hemdwww.nadreview.org

37 CRN is an active member in the Alliance for a Sgger FDA, an education and advocacy group dedidated
increasing the appropriated resources availaldd® http://www.strengthenfda.org/
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petitioners’ request, that decision would applhalidoods that make weight loss claims, not just
dietary supplements. Finally, FDA and FTC alrehdye adequate authority to enforce existing
laws and regulations. The petitioners’ argumergsuasupported and therefore should not be
accepted with respect to either dietary supplemant®nventional foods intended to assist

consumers in achieving weight loss.

Sincerely,

Steven M. Mister
President & CEO
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