
Before the 
DEPARTMENT OF AEALTN AN 

FOOD AND DRUG AD~I~N~~~R~~T~~N 

In re: Agcwy Information Collection ) 
Activities; Proposed Collection; ) 
Comment Request; Experimental Study ) 
of QuaEified Health Claims; Cunsumer ) 
Inferences About Omega-3 Fatty Acids ) 
and Monounsaturated Fatty Acids from ) 
Olive Oil. 1 

SOINT COMMENTS OF 
LIFE ~~~~A~C~~~~~T PRODWCTS, .INC.; 

LIFE EXTENSION FOUNDATION BUYERS CLUB, INC.; 
i>URK PEARSON. and SANDY S~HAW; 

and 
LIFE PRIQIIITY, JNC, 

Life Enhanccntent Products, Inc.: Life Extension Foundation Buyers Club; Durk 

l’cal-~~il :md Sal>dy Shaw: ;md Life Primity, Inc. fcollcctively, “Joi~)t Comlncnters*‘), by 

counsel and in response to the FD.4.s solicitation of commmts in the Federal Register. 70 

Fed. Reg. 16291 (March 30, 7005) (hereinafter ‘.Notice*‘), hereby submit the following. 

The Joint Comnentc’rs participate in this proceeding fearing that it may 

presage a new round of speech suppression by FDA, one consistent with a pattern of 

censorship by the agency that ha continued, post-Pcamon v. Siddn, 164 F.2d 650 (D.C. 

Cir. 1990 I&Z ‘g denied, ‘t 72 F.3d 72 (D.C. Cir. 1 WC)), despite repeated Court decisions 

Comnenters are deeply: concerned that the FDA wili erroneously endeavor to manipulate 

this proceeding to arrive at a new basis for ccnsol-ing truthful qualified claims in whole or 



in part in violation of the First Amendment rights of the reguIated class. Their concern 

arises from 3 pattern of speech suppression pursued by this agency even in the advent of 

seven First Amendment decisions by the federal courts condemning those: acts and 

commanding the agency to I:dvor disclosure of health infomation over its suppression as 

the opemtivc rule. ’ In the hope that the agency wilI recognize that it has no greater duty 

than to abide by the strictures of the Constitution of the (_Jnited States and in the hope that 

its officers \Vill faithfully adhere to the oaths of office each has taken to abide by the 

Constitution and the laws of the trnitcd States, the Joint tonmentcrs offer thcsc 

conm~cnts. If this agency and those of’ficcrs shirk their constitutimal duties, the Joint 

Comnentcrs stand ready to ~mrsuc leg231 action against the ogmey in an &Tort to arrest 

the abuse and to ensui-e that Eheir First Amendment rights (and those of ail other 

regulatees) are respected and defended by this government. 

Life Edzanccmerzt P~rl~fs, IHC. Life Enhancement Products Inc. (hereaft,er 

-‘LEP”) is a company that is devoted ttr promoting longevity tIlr,cq$ supplementation 

with nutrients known to promote health and welfness. Along with its advancements in 

the field of life extension supplementation, LEP is an information provider to consumers 

who arc inter&cd in IcallGng about the effects ofnutrtents on health and well-being. 

LEP makes use of the qualified health claims permitted by the FDA in iabefing for its 

products and has a keen interest in how this agemy will use the information it proposes to 

collect. 
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L&F Exfmsiorz Fotrn&tftht Biiykw Cittb, iit?c PlaiMiff Life Extension 

Foundation Buyers Club, Inc. (hercinatier “LEFBCY) is a Florida corporatim that, 

thl-ough its subsidiaries, makes and sells dietary supplements. LEFBC sells over 500 

different dietary supplcn~ent products to consumers around the world via catalog and 

internct sales. LEFBC educates consumers on health, longevity, and nutririon. LEFBC 

makes use of qualified health claims pemittcd by the FDA in labeling %r its products 

and has a keen interest in how this agency will USC the il~f~~~~~atioi~ it proposes to collect. 

Dwk Pemwrt rind Sirrr&~ Shmv. Pearson md Shaw m-e scientists residing in 

i%evada. They design cf,ietary supplement fonnul:~tions and license them to 

mmufacturing and retailing companies. They are authors of four books on aging and 

age-related diseases, including the #I, miilion plus copy best scllcr i-[j’> f;,:\:tcnsion; A 

Pr-cxWcz/ Scient$i~ Jpp~-ouch ( 1982). They have also published three other health books 

(two of wklt~ wxe best sellers): The Ltfti Extension Compnnim ( 1984); 2%~ L@‘k 

I&cwsiou Weight Loss Pwgmm ( 1986); and Frccxiom q/‘Ir~fitm~~/ CJroice-FDA b’wsz~s 

Nutrictzt St~pplcment.~ (1993). Durk Peilrson and San& Shaw were plaintiffs in Pmrrso~t 

v. Shaldcr, 164 F,3d 6.50 (D.C. Cir. 1099 I-eh 3 &J?~cY~, 172 F.X 72 (D-C. Cir. 1999))7 

and in its progeny, Pcwrsotz 1: SJmlakz (“i+m*son II “‘,I, 130 F.Supp.Zd 10.5 (D.D.C. 2001) 

and Pear-son v. ‘I’tloivpw7 (“Pemot? M’:], 141 F.Supp.Zd 105 (200 I ): the cases that. 

together with Whit&r E: TJRNH~SYX~, - 748 F.Supp.2d 1 (ZUOZ), de-fine the First 

Amendment standard to be used by this agency in allowing qualified claims as a less 

speech restrictive alternative to its legacy of censorship. Pearson and %-Jaw license for 

manufacture, sale, and distribution, several dietary suppiemmts containing antioxidant 

vitamins, fiber, omega-3 fatty acids, and folic acid. Pearsm md Shaw authorize USC of 
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qualified he&h &rims permittect by FDA on the Iabefing of their licensees’ products. 

They have a keen interest in how this agency will use the information it proposes to 

cohect. 

life PiGrity, kc. Life Priority Inc. (hereinafter “LPI”) provides a diverse array 

of nutritiona supplements 2nd int‘ormation to consumers worldwidt through direct mail 

and internct sales. LPI products arc formulated with a variety of dietary ingredients 

including vitamins, niir~crals, fiber, omega-3 fatty acids, folic acid, amino acids, and 

protein. LPl makes use of qualified health ciaims permitted by FDA in Iabeiing for 

its products. Life Priority. Inc. has a keen interest in how this agency will use the 

information it proposes to collect. 

II. SUMMARY 

In its Notice, 7Q Fed. Reg. I629 1 (March 30, 2005), FDA invites cu~nme~~ts on 

(I) whether the proposed cotlcction ofinformation is necessary for the proper 

performance ol‘ FDA‘s functions, including whether the information will have practical 

utility; (2) the accuracy, of FDA’s estimate of the burc2en of the proposed collection of 

information, including the validity of the methodology and assumptions used; (3) ways to 

enhance the quality, utility, and clarity of the information to be collected; and (4) ways to 

minimize the burden ofthe cokction of information on respondents, including through 

the use of automated collection techniques, when appropriate, and other forms of 

information technology. The Joint Cornmenters respond to the first three of these 

inquiries as follows. 

At the outset, th:e notice is fundamentally tlawed because it provides insufficient 

information to permit the rcguiated class to provide meaningfuI comments to the agency. 
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The not&e does not state the purpose for which the infornmtion is to be collected. Wiil 

the agency rely on the information to alter or amemi any existing qualified hcafth claims‘? 

Will the agency rely on the information to establish a hew policy for determining how 

best to qualify health claims ? Will the agency I-ely on the information to guide it in 

perfc,rming public erlueatiou campaigns in association with fhc allowance of any 

particular qualified health claim ? None of tlicse essentia1 questions requisite to 

nsscssmcnt of the data collection is answered by the agency in the Notice. Moreover, the 

agency does uot explain wh;tt level of familiarity the general public must hnvc with the 

two qualified health cltiiins it lists bef?)re FDA may accurately assess public perception. 

It is a condition precedent to shy public perception survey that the statements in issue be 

oues that have bceu a part of an identifiable market for goods. No pr-oaf exists that‘the 

qualified claims in issue are present in the market at all, let alone to a degree that will 

permit an accurate gauge of consumer preferences. Moreover, there arc no survey 

questions Iisted in the Notice, so regulatees cannot assess the likelihood that survey 

questions will yield accurate responses, ones unburdened by bias or llotiorls concerning 

nutrients and disease arising from infot-matioll other than fknl the dain’is themselves. 1~1 

short, the regulated class has not been afforded adequate infi,rmation with which to assess 

the data collection proposed. Meaningful comment is therefilre dmied because requisite 

information is not available to the regulated class. The agency has thus violated the 

Admiilistrative Procedure Acts notice and comment requirement. See rlc/mhi.st~rr!i>~e 

In sum, the proposed collection of information is neither necessary nor useful if it 

is the agency’s intent to rely on the in&mnation retrieved to alter or censor the wordii>g of 
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any qualified heahh claim. Indeed, lnOdifiGJtioJ1 or ehrninatitsn of a qualified health 

claim based on coJJsuJn,er perception (even if that perec$tion could be accurately gauged) 

may cause truthf3 aJld J~onmisleading speech to be ceJJsorcd. The constitutional 

command of PcuI*so)J K S/UZ/~&.T, 164 F.3d 6.50 (DC. Cir. 1099 W/J +g dmicri, 172 F.3d 

72) (D-C. Cir. 1999), and its progeny, P~LZKWH \*. .SClalnl~r (“J-‘car;wn If ‘7% I30 F.Supp.2d 

1 OS (D.D.C. 2001); Pcw+son 1,~. Tho71pw7z (“Peo7x~t Ill”), 141 F.Supp.2cf 1115 (2001) 

and lV~zi~czAcr v. TJzu1’y1psu11. 248 F.Supp.2d I (2002), is for this agency to f5vor disclosure 

of health information over its suppression as the operative rule. Thus, if FDA censors iuJ 

accurate qualified claim by disallowing it in whole or pa~-t, it wilf be engaged in precisely 

that kind of speech restriction which the Courts have repeatedly condeJnncd it for 

choosing. Set Penrsorr; 1’. ShaldaT 164 F.3d 650 (D.C. Cir. I999 I-C& & rimicd, 172 F.3d 

72 (D.C. Cir. 1999); Pctrr~~J II,- P~~sorz Irt; and W/zit&>r. 1:. Ijrzor~~.sovr, 248 F.Supp.2d 

1 (2002). lf, however, this agency iJlteJJds to rely on consumer perception surveys to 

guide it in disseminating more information to the public. to explain further the meaning 

of the science alluded to in qualified health claims, then the exercise may have some 

utility (albeit its potential is quite Iirnited because reliaJJce on consumer perception 

surveys to evaluate claims not first established to have been made exterrsivcly in a 

relevant market is a dubious exercise, at best). 0Jle purpose of c@ificd health claims is 

to educate consumers, most of whom would not be expected to be at lcast, at first, 

frtJniIiar with the content of the cIaims. 

The methodology and assun@ions underlying the study are flawe 

dcscriptioJls of al1 basic errors prcscnt cannot be communicated to the agency in the 

absence of disclosure by FDA of its survey methodology, desigrJ, assun+~ptions, and 



questions. Thus, the FDA has failed to provide full notice and opportunity for comment, 

as it is required to do under the APA. SW nR4 5 USC. 4 55.3. FDA cannot bc sure that 

a voluntary system of response to inter-net queries will provide an accurate reflection of 

public perception, as explained more fully below. FDA cannot be sure that 

understanding of a clualified claim is based on the claim itself, on prcconceivod notions 

arising from inaccul-ate’rcgorting. or on prcconoeived notions based on other biased 

information. FDA starts with the unproven assumprion that the public has sufficient 

familiarity with the claims, but they were aIlovied only receiltiy and they have not 

saturated the market (i@ecd, few products containing the ingredients have the claims on 

their Ialxls and no company--to the Joint Commentors’ knowlcdgo--has included the 

claims in any general advertising). A gauge of public perceptiotr ofthe claims is thus 

premature until such time as the claims become more commonplace and the public idea 

and information marketplace has had a chance to vet them. Public understanding of 

science (to be sure, even scientific understanding of science) is always less than perfect. 

That is because the perception of science and of its relative significance varies fi-om 

expert to expert as it does from consumer to consumer, depending on the relative weight 

each person places on variables and values within or underlying the claims themselves. 

That is also because public I.)erce~tian~ofcc)mplex scientitie relationships rarely, if cvcr, 

equals the richness or degree of completeness that those with advanced study, education, 

training, or experience have in the subject. It is, thus, an unremarkable statcmcnt of logic 

and fact that members of the public, or perhaps most of the,public, will misapprehend 

true statements of science when tirst prcscntod to them. Comprehension of com~3Icx 

subjects, nutrition science included, depends upon a steady flow of freely accessible 



scientific information on the nutrients and the diseases, not the dearth of data presently 

allowed by this agency in its Byzantine health claim approval process. Comprehension 

of complex nutrienl-disease relationships requires study, debate, and the passage of time 

in the presence of the i~fonnation. The tendency is fc7r greater understandi~ng to arise 

over time w1ic1~ the in@mnation is Geely availnhfe. No snapshot ~~~COIISU~~~ perceptiott 

in an inl’ormation scarce envirotmcnt will yield empirical datta reliable enough to gauge 

accurateiy public pe,rception of” the qualiticd claim or of the underlying nutrient-disease 

relationship. Misundel:stancIings are likely to be ~mnerous and varied. The solution lies 

in ftirther disclosure of scientific inf’onnation to the public (includillg disscrnination of 

scientific articles, abstracts. and accurate summaries to cot~umers), not in revision or 

suppression of ctaitn language. The proposed survey will Iikely waste tax dollars and 

yield little, if any, information capable of providing reliable guidance to regulators or the 

regulated class. It is folly. 

If FDA insists on its proposed survey7 its design and mcthodo~ogy should be 

published in the Fcdcml Rcgistcr providing the public the opportunity to comment. 

Moreover, its best use t+ouId be to test the extent to which the public has any knowledge 

of the underlying nutrient-disease relationship, not to determine whether any laiq~age in 

the two claims, or the claims themselvcs, should be amended or deleted. For example, 

whether the public understands that evidence exists associating EPA and DHA omega-3 

fatty acids with a reduction in the risk of coronary heart disease, especially sudden death 

heart attack, is a critical question. If the answer is generally negative, then this agency 

should ensure that the public acquires that inCmnation. In the balance lies an estimated 

300,000 lives per year that could be saved Tom sudden death heart attack if the fatty 



acids arc ingested daily. See Leaf A, Kang JX, Billman GE. Clinicui Pt-evention of 

A. REGULATORY HISTORY OF QUALfFIED ~EA~~~~I CLAIMS 

In the NutritionLabeIitig and Education Act (“‘NLEA”), Congress created a beaM 

claim approval process for substance/disease relationship labeling clairn~.~ Initially, FDA 

disallowed health claims that tailed to meet the significant scielnifk agreement standard. 

III Ycat-son v. Slzcrfula, 164 F.3d 650 (D.C. Cir. 1999 &I ‘g chieti, 172 F.3d 72 (D.C. Cir. 

1999)) the Court held that the First Amendment does not permit FDA to reject heaith 

claims it deems “potentially misleading”” if using a disclaimer eliminates the potential to 

mislead. The Court went further and relied on a plain Engfish meaning assessment of the 

claim language, deciding the conteut of the claims was speech protected by the First 

Amendment that could not be suppressed in light of the less speech restrictive alternative 

of disclaimers. It went ,further still in conducting a plain English meaning assessment of 
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FDA argued that the claims are “inherently rnisieadin$ and would confuse consumers at 

the point-of-sale. The Court rejected those notions.” 

Despite the Court’s directives, FDA failed to allow Plaintiff‘s proposed health 

claims. Plaintiffs sued again to enjoin FDA’s inaction. 111 what has become know as 

“Peuvwm II“ (Peur.w~~ I-. 5’lrnl&, 130 F.Supp2d 105 (D.D.C. 200 I), the Court again 

rebuffed the agency’s treatment of plaintiffs* health claims. The Cow-t h&I that the 

agency ignored the Court‘s directives in Pcnr-soir / by Ming to pemzit~ plaintiEs’ folic 

acid health cIaim with the addition of a reasonable discfaimer.’ The Pc~tmun Court 

clearly established that whcrz “credible cvidcnce” exists in support of a claim, the agency 

may not restrict the publication ofthe cl,ainx’ The Court held that in not alIowing the 

proposed folic acid heal,th claim, even with the addition of a disctaimer, the agency 

“acted unconstitutionally, and particukxly in violatior~ of the Court of Appeals decision in 

Pcaiw77 1’. Slznlnkr, in suppressing PlaSrrtiffs Claim rather than proposirzg a clarifying 

discIaiiner to accompany the Claim.“0 This priwiplc was rcaffirrned in both Ptra~wv2 v. 



Thompmit~ 248 F.Supp.2ci 1 (2002). 

In Wtitrrhw V. 7’kqzson, 248 F.Supp.2d 1 (2CI02)t the “‘credible evidence” 

standard was explained in detail.” Like in Pear:so~~ the WhiMm~ Plaintiffs argued that 

their proposed hcatth claim, acoompnnied by a reasonable disclaimer, was not 

misleading, and thus the FDA’s pi-ohibition of the claim violated the prwi.chxs’ First 

significant scientific agreement suppcrrking the clrcim, and the evidence against the claim 

outweighed the cvidencc supporting the claim. The court granted injunctive relief qainst 

FDA, declxing the FDA’s prohibition uncnnstitutiona~.’ Disclosure of truthful 

’ “Defendants again seem to ignore the thrust oflJenrson I. While the decision might lerrve curtain specific 
issues to be Meshed out in the course of future litigatim, the philosophy underlying kmon I is pcrkctly 
clear’” that “First Amendm&t analysis applies in this case, and that if a heatth claim is not inherently 
misleading, the balances tilts in favor of disclaimers rather than supprttssmn.“ Pearson v. Thompson. 131 
F,%tpp2d 105, 112 (D.D.C. ZOOl). 
’ In 2004 the United Stat&District Court for the Dist.rict of Columbia reaffirmed their podtion that the 
First Amendment prevents FDA from rejecting health cIaims on the sole basis that they are not supported 
by significant scientific agreement. In conducting its analysis, FDA must consider whether the use of a 
disciaimer could cure the pbtential deception, and, if sol the health claim must bc: permitted under the 
existing free speech doctrii?e. CSPI 1’. FDA. 2004 U.S. Dist. LE;)(IS 18541 [R.D,C. 2004) (citing Peal-son 
I’. Sltoldrr, 334 U.S. App. D.C. 7 i ~ t 64 F.3tlriSU, 65X (D.C. Cir. I!???)), Citing a July 2003 Guidance, the 
court concluded that the “‘FDA can #WV qualified health claims ‘as long as some credible evidence 
supports it. even where the weight of the evidence dots not.“’ CS’Plat 6, tiling Guidmce for Industry and 
FDA: Interim Evidence-Baked Ranking System for Scientific Data, and Guidance for Industry and FDA: 
Interim Procedures for adth Ofaims in the Labeling of Iiuman Dietary Supplements (‘:July Guidance”).” 
‘I In examining restrictions on commercial speech under the First Amendmcr& the Umted States Supreme 
Court has consistently rej&ted the “highly paternalistic” view that govWWicnt has complete power to 
suppress or regulate commercial speech in order to protect the public. Thus, in, Bnding that speech is 
misleading, the government must consider that people will perceive their own best interests if only they are 
well enough informed, and ‘the best means to that end is to open the channefs ofcommumcation rather than 
to close them. Tlio~~~~.surt 1: IV~.WW .%~t~.s h&~~licai, 535 U.S. 357(2002) citing I’irginin hf. qf‘Phccrntctq 
v. Virgirrio Citjzem Corrszn~ter Cmmil, hlrrc, 425 U.S. 748 ( 1976). (“It js a matter OF public: intercst that 
[economic] decisions, in the aggregate, be intelligent and well-inforlned. To this end, the free flow of 
commtrciat information is indispznsable.” Indceti. WC recognized that a “pnaticuIar conslimcr’s inter& in 
the free Row of commercial information . may be as keen, if not keener by far, tbatl his interest in the 
day’s most urgent political diebate.“) 
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information is the operative First Amendment rule, with the constitutional presumption in 

favor ofdisclosure over suppression.‘” SW Peni-sar~, 164 F.3d at 657. 

After comment ‘and deliberation. FDA announced in a Decetnber 18, 2002 notjce 

that it would apply the ;Pemwn decision to health claims in both conventionai foods and 

dietary supplement labeling. Its record of application since that date has been 

inconsistent, making clisclosurc not the rule but the exception cot~trnry to the fundamental 

principles of our First Amcndrnent articulated in Pm7nvrz and its progeny. 

In July 2003. FDA issued ;t Guidance notifying the public of interim procedures 

for petitioners submitting yualitied heatth ctairn petitions to the agtxxcy. The guidance 

included procedures that FDA intended to use, on an interim basis, to respond to qualified 

health claim petitions until a Final Rule could be established. The Guidance stated that 

FDA intended to review qualified health claims on the basis of the totality of the publicly 

available evidence associated with the claims.” The FDA began accepting such petitions 

on September t , 2003. :Petitions are to i,nclude evidence substantiating the wording of the 

claim and why the wording of the claim is accurate and not misleading. The petition is 

to incIudc the claim’s potential effects. on thu totaf imake of the substance (i.e., current 

‘” The Court identified only two distinct circumstances in which a complete ban ofa health claim would be 
acceptable and characterized them as remote etrcumstances, doubtful tbat‘FDA could justify suppression of 
the claims. When the Food and Drug Administration (FDA) has determined that @  evidrnce s~rpports 8 
health claim and when FDA determines that evidence in support of the claim is c$talitativeIy weaker than 
evidence against the claiig. it may ban the claim but only where.it has also proved Gth empirical evidence 
that no disclaimer can correct for cteceptivencss. Discfaimers are constitutions1Ey preferable to outright 
suppression of commercial speech, In other words, more disclosure mthcr than less is the reqnred 
approach. &e W’&rk 1: Y~.MVJLW~, 248 F.Supjl.2d I (2002). 
” The Guidancc Statement provides for a “Evidenced-based Raxing System.“ Based on this system of 
review. the agency categorizes qualified hea& claims into one of three levels (i.e., a %“, “C”, or “D” 
level). Different levc-ts ofscientit-ic evidence result in different required leueis of qualifying language to 
cnsure that the claim is truthful and not misledding. This guidance does not apply to unqtraIif%xI health 
claims, which must meet the “Significant Scientific Agreement” (SSh) standard. In revieikg each claim 
and determining appropriate qualifying language. FDA intends to review And evduate the third party 
report, the totality of the publicly available evidence, and all ofthe public comments submitted within the 
comment period, as well asconsider how the proposed qualified claim will affect consumers’ dietary 
choices. kl. 
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intakes plus increases due to the claim) a.nd my positive or rtegat,ive dietary changes that 

result fi-urn the intake of the substance. 

The evidcntiarystandard for qualified health claims is credible evidence.” In 

addition to evaluating actual health claim lmguage, FDA must asseS:ss wl~ether any 

qualifying Ianguage cm I-encter the cl& non-misleading and permit the claim with 

qualification. Only if there is no qualification c:lfpctble of zfvoiding misle:tdingness can 

FDA chwse censorship. ” 

Chrrentty. thcrc xc tight qualified health &mx appwvcd far use by food and dietary supplcmcnt 
companies. The include quaiiiied hearth claims discussing a nutrient/disease reiaticmship between 1) 
Antioxidant Vitamins and Cancer Approved for Dietary Supplements (e.g., Consumption of antioxidant 
vitamins may reduce the risk of certain kinds of cancer. Some scientific evidence suggests that 
consumption of nntiaxidant ‘vitamins may reduce the risk of certain forms of cancer. However, FDA has 
determined that this evidence is Iimited and not conclusive.); 2) Omega-?, Fatty Acid and Coronary Heart 
Disease Approved for Dietary Supplements (e.g.. Consumption of omega-3 fatty acids may reduce the risk 
of coronary heart disease. FbA evaluated the data and determined that, although there is scientific evidence 
supporting the claim, the evidence is not con&usive.); 3) Omega-3 Fatty Acid and Coronary Heart Disease 
Approved for Dietary Supplements and Conventional Foods (e.g.: Supportive but not conclusive research 
shows that consumption of EPA and DHA omega-3 fatty acids may reduce the risk of coronary heart 
disease. CTnc serving of [Name of the food] provides [ 1 gram of EPA and DN;L\ omega-3 fatty acids. ); 4) 
Folic Acid and Neural Tub& Defects Approved for Dietary Supplements (e.g., 0.8 mg of folic acid in a 
dietatr supplement is more effective in reducing the risk ofnetltal tube defects than a lqwer amount in 
foods in common form. FD.4 does not endorse this silaim. Public health authorities recommend that women 
conwme 0.4 mg folic acid daily from fortified i%ods or dietary supplements or both to reduce the risk of 
neural tube defects.); 5) Folic Acid and Neural Tube Defects Approved for Dietary Stipplemcnts and 
Conventional Foods (e.g., I-healthful diets with adequate foliate may reduce B woman’s rwk of having a child 
with a brain or spinal cord birth defect, or adequate folate in heatthfui diets may reduw a woman’s risk of 
having a child with a brain &r spinal cord birth defect.): 6) Vitamin KGfBIZiFoEic Acid and Vtiscular 
Disease Approved for Dietary Supplements (e.g., As part of a well-balanced dieI that is low in saturated fat 
and choMcroF Folic Acid,‘Vitnmin B6, and Vitamin Bl2 may reduce the risk of vascuhw disease. FD?\ 
evaluated the above claim and fisund that, while it is known that diets low in saturated fat and cholesterol 
reduce the risk of heart disease and other \~ascular diseases, the evidence in support of the above clam1 is 
inconclusive.): ‘7) Pbusphntidylserirte and Cognitive Dysfunction Approved for Dietary Supplements (c-g., 
Consumption ofphosphatidylserjrre may reduce the risk of dementia in the elderly. Vwy limited and 
preliminary scientific research suggests that phosphatidylserine may reduce the risk of dementia in the 
elderly. FDA concludes that there is little s&&tic evidence supporting this claim.): and S) Selenium and 
Cancer for Approved for Dietary Supplements (e.g., Selenium may reduce the risk nf certain cancers. Some 
scientific evidence suggests that consumption of seienirnn may reduce the risk of certain forms ofcancer. 
However. FDA has determined that this evidence is limited and not conclusive.). 
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and dietary intake at the point-of-salt. The two qualifTed health cfaims in question, 

omega-3 fatty acids and monounsaturated fatty acids ,fmrn olive oil, provide consumc~~ 

with beneficial inform&ion about the nutrient/disease relixtionship of these two nutrients. 

The qualified health claims system is an extension of the court decisim in Pearson and 

only x-etains legitimacy to the elttcllt that it protects. and advances the First Amendment 

principles that underlie. Penv.so~r and its progeny. 

Health claims are cammercial speech ” and are evaluated under-the commercial 

speech standard. I5 Th& First Anwndmcnt protects the dissemination of truthful atld non- 

misleading conmercial nzcssagcs about lawful products and services. I6 Conmercial 

speech is speech that -‘propose[s] ilil cconornie transaction” or pertains “solely to the 

economic interests of the speaker and audience.” Boar-doj‘Tm.stees ?.? Fox, 492 U.S. 469, 

at 56 1 (1980). ‘Restrictiotx on commercial speech are reviewed under intermediate 

(1980); PWKWZ, 164 F.3d 650 at 655; Rz&l IL COOKS Rwwiny (2.~ 5 14 U.S. 476,482 



commercial speech, it must first determine whcthcr its restriction satisfies the Cmtrcd 

HLlii~OI7 test. i 7 Speech that is neither inherently mislwdin2; nor related to an unlawful 

activity can be restricted only if FDA proves that (I) the Government kfercst is 

substantial; (2) the reg&tion directly advances the Government interest; and (3) the 

regulation is no more extensive than necessary to serve the interest, Clf~2liz.nl Htfdso17, 447 

514 U.S. 476,482 (I 995). FDA bears the burden ofproofpnder the commcsrciat speech 

standard. It must prove with empirical evidence that the harms it xx&es are real and that 

its regulatory means will alleviate those harms to a materiaj degree. Pea,=wzrr, 164 F.3d at 

650; Edenfield 1’. /~CUW, 507 U.S. 761, 771 (1993) (“‘This burden is not satisfied by mere 

speculation or conjecture; rather, a government;~l body seeking to sustain 2% restriction on 

commercial speech must demonstrate that the harms it rceites are real and that its 

restriction will in fact aiIeviate them to a material degree”). The Govesnmcnt’s burden is 

(I 990). 

The FDA may not deny and suppress potentially misleading health claims but 

must authorize them with such disclaimer as is: or such discla?mers as are, reasonably 

ncccssary to avoid a misleading connotation. P~rsarz at 659. ‘* The government ““may 

” Cenrid HwIs~n Gus & Ekwic Co. v. Public Swvi~r Cornn~ission. 447 U.S. 557, 564-565 (198U). 
is Commercial speech, inclu$ing a health cfaim, mayonIy be denied arid suppressed ou~rlght if it is 
inherently misleading, Pmmn, 164 P.Jd at 655, and cannot be rendered nowmisfeading with the addition 
of a disclaimer. P~wcsson~ f64 F.3d at 657-58. The burden is ltpon government to prove based on empiricaf 
evidence that the speech in issue is inbrrentfy misleadirlg and cannot be corrected tfrvugb disclaimer. 
Pcmsnn at 659. citing Ihuncfz IT. Fio~i&~ Rep ‘i ~~~&~sim.s,s mxi P~qf’l Regddrtn. 512 LJ.S. 136. 146 
(1994). Health claims thnt are scientlficafly incor~clusive are not inherently misIqz?dirtp by that fact alone 
:md must therefore be authoyized with corrective disclaimers. Pecws~~r, I@ F.3d at 658-59. Health claims 
that are not backed by “significant scientific agreement” ore Ilot inherently misleading by that fact atone 
and must therefore be authorized with corrective disclaimers to cure any potential for the consumer to he 
misled. Penrwu, 164 F.3d at 65X. 



not place m absolute prohibition on . . . potentially mis~ceading info.mation . . . if the 

information also may be presented in n way that is not deceptive. **I’) Pl?m-s0;ol1 at 655 

In Pcu~~on 17. Sl?crl&, the Court held that FDA may nat ban health claims that it 

deans are potentially misleading and not scicntilicaIly proven, where the misleading 

nature of the claim can be cured with a corr&ctive disclaimer.‘” fn reaching its decision, 

the Pcnr;sn~ Court quoted at Icngth from &-as 1:. S?Stnte Bar tfAkumz, 433 U.S. 350 

(1977). Rem involved, the State Bar’s discipline ofseverai attorneys who advertised 

their fees for certain legal services in violation of the Bar’s rule. In lhat case, the Arizom 

Bar justified its decision on the ground that such advertisiltg was inherently misleading. 

Ruling for the attorneys, the Court refu’sed to credit the notion that “‘the public fs not 

sophisticated enough to,reaiize the limitations of advertising, and that the pubtic is better 

kept in ignorance than trusted with correct but incomplete i&orrttation,” fci! at 374-7.5. 

Accordingly, the Court held that the “incomp1ete” attumey advertising was not inherentiy 

I’, J-DA may only restrict claims that are inherentIy atiskading. An inherently misleading claim conveys no 
scientific information and may be prohibited outright. If the claim is not irkrently misleaciaqg. It will 
either be truthful and non-misleading or it will be potentiaIly midcading. As will lx explained below, a 
health claim can be truthfkl, ,accurately reflecting the cur&t state of sciPntific,jcnilwfertgc, but not 
scientifically proven. Such &aims must be allowed without disclaimers if.they are noi po%entiaJly 
misleading. A potentially m!sieadmg cJaim is one that can be rendered non-misIeacling through the 
addition of a disclaimer. Suclt clain~s mnst also be allowed accompanied by mandated disclaimer Janguage 
that the agency reasonably believes will eliminate the misleading ctmnotation. In every instance of speech 
restriction, FDA carries the J%st Amendment btgxien of proof and must marshal1 empirical evicfcnce to 
support the restriction. Moreover, the restriction must be no more extensive than necessary to achieve the 
goal of eliminating the miskadiuy connotation. 
” Pmr.~on I: Sk~f~il~r. 164 l3d 630, 459 ( 1999). 



misleading and that “the preferFed renledy is more discfosure, rather than less.“” Ici. at 

376. The Court hns repeatedly reaffirnled this principle holding that disclaimers are 

constitutionally preferable to outright suppression. &ze PG?/, 496 U.S. at 110; lr’.M.J., 

455 U.S. at 206, n.20; $Jxp?i-0, 486 U.S. at 478. 

Consumers have ;1 constitutiolirtl right ta receive ii&xmation and ideas.” Where 

consumer confusion exists, the proper remedy is more disclusure, not less. The 

restriction ofhcalth claims, including qualified health claims al&xed or censored based on 

consumer survey data, violates the First AmendmeN when the clrtim is protected speech. 

The solution is to disabuse the public ofmisconceptiotls throq$ disclosure of more 

int‘ormation, not suppr@xion of heretofore “incomplete” inii)rm~fion. 1% is :L\?tiomatic th.hat 

complex speech, if true, may not be IawfUlly suppressed if few, or any, members of the 

public comprehend the-message. Thrtt is because the First Amci?dmcnt affords protection 

to the content of the speztkers’ communication at~d does not permit abridgement of that 

content on the plea that: listeners or rcr;lders lack 811 adeqtmte ~l~d~st~~~d~~?~ of the 

message. See, e.g., Munti Hmzid Pddishing Co. 1’. Tcwniilo, 43 8 U.S. 241 (1974); see 

nlso New YwJc ~Timcs Co. v. Sdi’itwn, 376 US. 254, 279 (1964). The editorial 

prerogative of the speaker,‘the speaker’s control over his or her own message, is absolute 

and cannot be censorecl, on the arg~~ment that one or more who receive the message 

*’ The Supreme Court has continuously affirmed that its solution to consumer confusion is more speech, 
not less, 

“[Tjhe argument aSsu1ne.s tb?rl-t the public is not sophistL~:atcd QX.RL& to realize the limitatrons oF 
advertising, and that the pitbfic is bet&r kepz in ignorance than trusted with correct but immnplete 
in.Cormation. We spspect the argument rests on an uoderestimation af the @2lic. In any event, wr 
view as dubious any justification that is based on the benefits of public ignorance. [citation 
omitted].. . the preferred mnedy is more disclosure, rather’than k$s. Ifthe naiv& of tbc public 
will cause xlv&ising . . . to bc misleading, then in is the [Ciu~en~n~nt’s~ role to assure that the 
populace-is suffici&ntly informed as to enable it to place dvertising in its proper perspeclivc.” 

Butes $7. State Hctr qfrlr%Xtna, 433 II%+ 350,374-375 (1977). 
22 StNtii~~. 11. G.Wtgtn. 394 U.S. 557. 564 (1969) 
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misunderstand it or find it incomprchcnsible. Truth is defended eves if it is beyond the 

comprehension of everjl listener or reader. Et has been said repeatedly by the Court that 

our First A~nendnwnt depends on a free and oyeu idea md information exchange. 

Edification depends noi on a single sta.tcment but on the contest ut’statements in the idea 

marketplace. Truth arises from the dross of conflicting q&ions; the government’s duty 

is tu keep itself out of this robust and wide-open exchange except in the most 

extraordinary circumstances. Sm .Miami 1-femf~/ P~bfislGi~g GA at W-253; P&IV Ywli 

7iF7E.S co. at 270. I"DA has a history of fi-ec~ucntly ovcrstqqhg its statutory ami 

co& tutional bounds, censoring speech that is beyond its f awful authority to sqppress 

(Pmwrz v. Sl7nicrln, 164 F.361 A50 (D.C. Cir. 1999) wh 2 dc~Gx~, 172 F.3cf 72 (D.C. Cir. 

1%?1’); ~~k.sh~gto~l h?g+d E’btirrdaticm I’. Shahh, 13 F. %pp. 26 51 @?.D.c. July 30, 

1998); 880 F. Supp. 2G {D.D.C. 1995);and Phur-t~mnes, hc. I'. S~hila, 35 FSupp. 2d 

1341 (C.D.UT. 1998)). The public is in the best position to judge the validity of 

scientific information and idcsts if only the public is well mough infornwd.‘3 Given the 

opportunity, contest in the market wilt permit assessment of the cre&bility of every 

qualified health claim and will yield a b&er understanding of the claim’s meaning and 

utility. 

C.ANALYSlSCONSUMeRCONEUSIONCONCERNINGI~EAL'THCLAI~S 

18 



speech. Consistent with Congressional intent wndcr NLEA and the decision in Pear-son, 

FDA is required to establish and maintain a system thht permits tr#hfuf and non- 

Economic Iitcrature confirms that the cxcrc~ise of informed consumer choice 

Claims hr Foods Bc Regulated ‘I 26-27 (Bureau of Econom;c~, Fcdcraf Trade 

V[itamin]M[ineral and]~E-I[erbal]S[up~le~~ent] marketplace, ” NtiWd Scmibility, 1998, 

I : l-2 (presenting data fi-om a survey of 4,000 households revealing that consumtfrs most 

depend upon the inlormation contained on labels of food and food prodticts for nutrition 

information). In a i 998 study, Afan Mathios demonstrated that suppression of health 

claims and health bencat information “‘stifles the flow of use&II information to consumers 

especially less-educated c~nsumers~ and results in consumers changing their purchasing 

habits to tnake less hesrfthy food purclwys.‘J 

Qualified health claims provide dietary supplement consumers with access to 

truthful and nonmisleading scientific health information at the point of sale. The 



infixmation allows consumers to make better informed dietary choices. It atso serves to 

counteract fraud while raising public awareness of the importnncc of nutrition and 

heafthy eating habits. 

a. Rather than assessing consirr,ner confiCxl, FDA shrruld hc fustering the 
dissemination of more scientific infi~rmution on the ntttricnt-disease 
relationshipat the point-o&sale. 

Rather than attempting to discern consumer confusion regarding the scieMic 

weight afforded recently all&ed c@ified h&h claims, the agency should start with the 

assumption that the ciaims are too new, that consumer understanding or the truthfcli 

content of them is likety primitive and incomplete, and that FDA ought to permit 

disclosure of more scientific infoformation to the public by allowing its rcgulatees to send 

consumers scientific articles, abstractq and accurate summaries ofthe scientiti’c evidence 

concerning the relationship and by educating the public of the scier~e through its own 

public service announcqments, via its website, and via press rcIc&x~ and consumer 

information bulletins. That would maximize to the f?.&est extent possible the opportunity 

for public appreciation of the s&xc. FDA has 3 history of denying consumers access to 

scientific information at the point ofsafe when it concerns nutrient-disease 

relationships.25 FDA has repeatedly denied consumers access to health-related scientific 

literature, even truthful ,scientific government reports, and products at the point-of-safe.?’ 

There is substantial evidence that deq4n.g consumers access to tsuthfu‘ut and 

nonmisleading health it?fon%ation at the point-of-sale contributes to a widespread failure 



to address and prevent a number of illnesses and diseases responsive to nutrition,“7 

FDA’s aim, consistent ivith the First Amendment mandate kmson places upon the 

agency, rn,ilst be to disclose scientific irtfo~mation, no2 suppress it. 

Consumers have the right lo receive truthful information, regardless of then 

comprehension of it. a ‘They have no constitutional right to understand truthfu1 speech 

nor is there any constitutional power in govetnmant to suppres,ss truthful speech bccausc 

listeners or readers fail to comprehend it or comprchcnd it in a way that the government 

have continuously rejected the paternalistic notion that the government has the authority 

bases suppression on the notion that consumers will misunderstand the truth.” 

b. If FDA proceeds with its proposed study, the information collected will be 
insufiicient to prove rxnxuuxr onfusion, 

Data obtained from the proposed survey will fail to prove the ex,istcnce, degree, or 

character of any consu~ner confusion. This is especially true in light of the fact that the 

agency has predicted an estimated response rate of 1>2k3”” This is prin-ra f:kic evidence 

ofmassive response bias, as nonresponders (here 98.S% of the participants) may have 

” See discussion of the fdic acid health claim, .w~P+~ UI footnotc 7. The consequences of the agency’s ill- 
advised rule were both tragic and resulted in thousands ofpreventable serious birth defects, 
” Strrnlty~ v. Georgkz. 394 U.S. 557, 564 (Ii)@) 
29 ?-hJF7f~SO?~ V. ~vawr-n ,Si&.Y ‘%4~?dicwl &FltC?I.. 535 U.S. 357, 375 (2002)~~we have prcvinusly rejected 
the notion that the Government has an interest in preventing t11e dissemination of truthful conrrnercial 
information in order to prevent members of the ptMic from making bad decisions with the information,“) ; 
34 Liquoram-l, iiz~. I’. lihorle Mend, 517 ‘U.S. 4X4, 503 (195%) {The court rcjccted the “State’s paternalistic 
assumption that the public will ttse tntshfnl. nonmisleading commercial information u~wisdy . . .” The 
court also noted that “bans on trnthful and non-deceptive advertising ustrallytW solely on the offensive 
assumption the public will respond ‘irrationally’ to the tntth.. . The First Amendment directs us to be 
especially skeptical ofrepuiations that seek to keep people in the dark for what the government perceives to 
be their own good.” {citing Linmcd .hsoc.. 43 1 U.S. at 96): Metronred~a, inc. 1‘. C2.y cfSczn D&p, 453 
U.S. 490, 505 (198 1)f”A State may not completely suppress thedissemination of trutlrfltl information abont 
an cntireIy lawful activity n!ercly because it is fearful of that information’s effect upon its disseminators and 
its recipients.“) 
” 70 FudXeg. 16291, 16292 (March 30, ZOOS) 



very different views. The proposed survey is, thus, an unwarr-mtect cxe~ise, a waste of 

tax dollars. 

FDA cannot be sure that perception of the qualified he&h claim is based 011 the 

claim itself or on undiscioml pt’cconceived notions conccming the underiying nutricnt- 

disease relationship arising from inaccurate media reports or other sources. The cIaims 

arc too new and, thus7 not yet vetted through the idea marketpl.ace such that the 

complexities and nuanc~es of them arc largely unfamiliar to the public. Any attempt to 

intcrprct data suggestin& misur?derstrtnilinfi will be fraught with great risk of error 

because there are a myriad of’rcasons why comyrehcnsion may be lacki~~g, mc~st ofwhich 

r-nay arise not from the claim Ianguage itself but from inadcyuatc in~f&mttion in the idea 

marketplace on the nature of the relationship {i.e., tiom the paucity of sc$,encc this agency 

allows to be disseminated concerning the nutrimt-disease relationship). ~Moreover; the 

claims are by their vetywording based on less than conclusive cvidencc. They, thus, beg 

differences in comprehension based oh relative weight assigned by each reader of the 

claim. The far better approaclj is to assume limited public l~~d~rstafldi~~g ofthe science 

on the nutrient-disease relationship and to use agency reaourees not to study that hmitad 

understanding but to di&mGnate wi&$y scientific information concerning the 

relationship so that greater public under@mding is achieved. Disclosure over 

suppression is this agency’s First Ame~dutent mandate. 

Because the FDA bears the First Amendment burden of proof, it may not deem 

disciaitncrs infeasible because it la&s conciusive evidel?ce of their perfect 

comprehension OI- that few, if any, consumers understand the plain meaning of aI1 

qualified claim language. 
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inherently misleading. Even where confusion is shown, so -long as the ctisc;losed 

information is truthful, the disclosure is protected speech under the First Arwcwfment, 

regnrdless of consumer understanding of it. It is only thrwgh greger diselasure, not less, 

that consumer confusion will bc reduced aver time. 

2. FDA’s Proposed Survey is “311 Inttdequate Tool to M~&xw Cotasumer 
Confusion 

Focusing on the Omega-3 fatty acids and monounsaturatcd fatty acids from olive 

oil hedth claims, FDA intends to study consumer confusion in the context of the public’s 

understanding of the relative significance of the scientific evidence supporting qunlified 

health claims. Silent as,to the methodology or design of the proposed survey, the Notice 

simply states that “data, will. bc collected using participants of an Internet panel . . .“” No 

specific information is provided as ta the survey*s design, format, questions, sampling 

~001, or how the collected data will be measured, analyzed and used. The agency has 

only said that the experimental study d&a will be collected using volu’nt;~r~ participants 

of an Internet panel of appraximatefy 600,000 people.“” Considering thr: importance of 

the study to consumers and the fi,od rind dietary supplement industries, the; precise study 

questions, the precise study design, a~ci the precise,study methodology must be revealed 

to permit meaningful opportunity for comment, as requircd,by the APA. 5 U.S.C. 8 553. 

The agency’s failure to explain the proposed study with specificity denies the public, and, 

here, the “Joint Commentws,” the opportunity to comment fully on the &ject of the 

Notice. 
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1_ Methodology 

Well designed web-based surveys offer researchers many adv&ages over 

traditional methods of data collection including. but not limited to, more design options, 

the use of graphics, greater control ovc”r respondents’ behavior, reduced costs and faster 

response ti~nes.~” However, for each of those advantages, there are technical challenges 

and potential limitations that must be considered by the researcher including presentation, 

hardware (different browser settings and user preferences),. divcr$ity of the sample pool, 

and distribution and data measurement. A poorfy dcsigued web-based survey encourages 

web-users to break off the survey process early, making it less effective than more 

traditional methods of surveying, such as mail, telephone or emaiL3” The agency has 

provided no information regarding the structure or format of the proposed survey, 

denying commcnters their APA right to a meaningful opportunity for comment. See 5 

U.S.C. 4 553. 

2. Questions 

The Notice does not say what type of questions will be askcd.3’ No examples of 

sampie questions have been provided. Mow the questions are written and the Ianguage 

used will directIy affect. the quality of the scientific data obfained. The questions must be 

designed to avoid bias. Consumer confusion cannot possibly be determined based on 

quantifiable data alone. 

” Andrews, D.. Nonnecke, B, Preecc, 5. (2003) Conducting Kescnrch on the Internet: &line Survey 
Design, Development and Implementation Guidelines. international Jotunat of~luman-Corupilter 
interaction, page 4. 
“’ Andrewsr D., Nonncckc, I3., Preecc, J., Conducting Research on the hternet; Online Survey Design, 
Deuclopment and Implen~entation Guidelines. International Jourxil of Wuman-Computer fntewction. Page 
5(2003). 
j5 Will the questions be ‘*adaptive” (questions are indiv~dualizcci according to a respondent’s answer to an 
earlier question) or in “batch form” (consumers complete a series of precietclntined questions). 

24 



Sampling is the proctxs by which a survey pool is selected. The Notice only 

states thzit participation will be voluntary. No other informatior? is provided about how 

the pxticipants will be &elected. Mcaningftil opportunity ‘fi,r comment has thus been 

denied in violation of the APA. See 5 U&C. S 5.53. 

Generally, there:arc two main methods fQr selecting a satnple pool: prubability 

and non-prdmbility based approaches ffrequcutly referred to as “random” a~xi 

“nonrandom’* approaches to surveys).3” Because FDA is siI,ent as tu the approach it will 

USC, the “Joint Commenters” are unabEe.to comment on the actual survey to be used, and 

the Notice violates the APA as a consequence. Six 5 U.S.C. 6 553. 

FDA has not stated how it intends to create the sample pool. The public is not 

told whether the agency inter?ds to use a probability or non-grobabi~ity-based approoach. 

Additionally, the agency has not said V&O will be included in the sample pool, and 

” I’robabiliry-basurt approaches (‘“nonra~dnm”) mvol~ve having prior knowledge of a sa~npte frame, most 
often through pre-recruitment or prior demographic identif%Aon of tbe sample pool. Prior knowledge 
affords the researcher greater control over recruiting while providing them with greater tmderstanding of 
data collecFed and the nonresponse rate. See Couper, Mick P., Web Sww~s: *1 Rtsictv ~~~LwcM?s and 
Approaches. Public Opinion Quarterly, Vol. 64: 464-494,484 (2000}. Some of the most commonly used 
probability based approaches inclwdt: intercept (targeting web users on a particular w&site and inviting 
every nth person to participate in the survey), list-based oovcrage (invitations are seat out to potential 
respondents from pre-selected weblisrs asking them to participate in the sur:vey), mixed-mode surveying 
(data is collected from a sample group using different methods such as mail. email, telephone and web- 
based surveys). pre-recruitment (rq~ondents selected by reswrdher pricir to the survey) and probability 
samples offuil populations (subjects are provided with the equipmeet and tools needed to participate). 
Using a probability based approach, a &k of bias exists considering that participants are pre-selected from 
a predetermined websitc or hased on a specific characteristic. However, one tidvalatage to such an approach 
is that the nonresponse rate is measurable. 

With non-probability based approzzcl&s (“random” sampling), researchers are unfilmiiiar with the 
background of the survey group beforehand. ‘fhc two most popular approaches are se!f-selection and 
volunteer response. With self-scIection, web postings are located an a number wf different wcbsites 
inviting respondents to parti$ipate in the survey by going to the suwey. This approach inw9se.s no attempt 
to statistically sample the online population and depends axchwively on ouiine traffic. Sea Andrew D., 
Nonnecke, ES., Preece, J., Cddrtcting Researd~ on the kter’~rrt: Ojlfinz 3vwy &sign, De~*efty~~nlcnt end 
Itnphnantotiom Gurtldiws. International Joumsti of f.luman-Computer frrtcractiotx. Page 8 (2003). The 
second approach relies on demographic information to randomly select participants. 
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whether that demographic pool will include dietary supplement buyers and consumers. 

Again, the APA has been violated. 5 U.S.C. 6 553. 

4. Demographic Data 

The American Herbal Products A‘ssociation reports that in 2003, consumers spent 

approximately 1s12.5 biNon on vitamins and other dietary sipplmnet~ts.37 Of that 

amount, $6.2 billion was spent on dietary supplements alone, the fastest, growing 

subsector in the hcolth fimds ntarluA.‘” Xl03 s&s (in dollars) incrqscd 2.6% from 

2002?" 

According to data from the 1999-2000 National Health and Nutritiun Examination 

Survey, a total of 52% of adults repopTed taking a dietary supplement in the past month.‘“’ 

Of the adults surveyed, 35% took a mtzltivitamjn or multimineral supplement. Prcvaient 

characteristics among dietary supplemen:llt users include: femali gender, older age, tnorc 

education, non-Hispanic White racelethnicity, 

In the United States, 59% of m&s and 54% of females use the Internet. 

Teenagers and young adults use the Internet more than any other age gr~up.~’ Seventy- 

six percent of people ages 18 to 24 and 72% of people ages 25 to 34 use the Internet, 

while only 66% ofpeo$e ages 35 to 44,6 1% of people ages 45 to 54,46% of people 
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ages 55 to 64 and 15*/o Cif peaple ages t55 anti over use the fnternet.“’ Lower income 

homes are less likely to:havc Internet acxess, Oniy 38% ofhouselrolds making $30,000 

or less have access to the Internet while 6 1% of households..that make $30,000 to 

EX?,OOO, 77% of households making $50,000 to $75,000, and 66% ofhouschofds making 

over $75,000 have Internet Access. ” 59% ofnon-Hispanic Whites, 42% of’non-Hispanic 

Blacks, 54% of Hispanics, and 60% of people listing themselves as YMei’ use the 

Internet.‘~J Only 22% of people with less thaii a high school degree use the Internet, while 

45% of~eople with a high school degree, 70% of people with some coifege educgtion, 

Based on the above demographics, the folIowing eonclus~ons can be drawn: 

mostly older American+, and particulai-ly women, use dietary s~pplements.“~ That group 

is underrepresented among those who use the Internet most and are to be subjects of the 

~roposai survey. A recent study reported that onfy 15% of American adults over the age 

of 65 use the Internet, &d ~&cn the federal government last studied American Internet 

use in 2003, it reported Ithat that “[cfhitdrcn and teenagers use computers and the Internet 

more than any other agk g~-oup.‘*~~ 
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5 -. Demographics or the Sample Pool 

Data shows that I) the web popufption is not reflective ofthe overall Amqican 

population48 and 2) the web-user population is not reflective of the dietary supplement 

user population. The demographic data presented above clearfy con-iirms those facts. 

Dietary supplement buyers and consumers are the proper survey audicirlcc but reliance on 

tfte web will not likely i?volve a representative sampling oftf?use buyers and co~~sumcrs. 

Surveying peopIe who are unfamiliar with dietary supplements will yield gross and 

unrepresentative biases and will involve a population far more filtcly to be unfamiliar 

with the science sqpport~ng any qualified health daims. 

6. Nimresgonse Rate 

In addition to methodology and, sampling, tile avers11 respontic r&e is important to 

a surveys‘ overall success. The Notice in the Federal Register states that ol’ the BOO,000 

participants, the agency estima%s 1,600 individuals wiif respond. That represents a 

response rate of 0.2%” The “Joint Commenters’” arc concerned that the Iow response 

rate will have an adverse impact on the survey’s ability to collect statistic&y significant 

data. Any evidence contained in a survey with tl respanse.rate uf0.2% surely cannot be 

considered accurate and rcprgsentative. For this reason, it appears that the pruposed 

survey is unfikeIy to yield accurqje ond ~eliabfe results a11d is an entirely unjustified 

expenditure of tax dollars. 

‘* “The online population is not reflective of the offline population diqribution, aud it is cbangirlg 
continually. To infer fur a ge:eiwral population based on a sampie drawn f&m an onlirx po~~&tion is nat 
yet possible rend will not be p&sible until the online and offline poputations reflect each other.” Andrew. 
D., Nonnecke, B.. Prcece, J, (2,003) ,Electronic survey mcthadcslogy: A case study in ~eachinp ‘bard to 
involve fnternet users. Intcma!tional Journal oC Huma~~Compttier fnteraction. Ih,17, 185-2 IO. 
“) 70 Fcd.Reg. i 6293 @Iarch 30, ZOOS). 
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Research d~ows~tl-lat tile nunresponse ratt- may be attribtrted to a number of factors 

including 1) absence of,motivation tools (e.g., pre-notification letters nr"follow-up letters) 

encouraging participants to complete t$le survey; 2) technica! di~~%.xlties such 3s slow 

modem speed, unroiiable connections or low-end browsers; 3) cost conc~ns; 4) 

perceived diflf-iculty and technical jI~t~~~idatju~~ may discoumgc some participants from 

completing the survey; 5) disinterest; 6) privncy and cunfidentiality concerns; and ‘7) lack 

of adequate instructions. 50 

7. Piloting 

The Notice pro+des that prior to distribution the survey will be piloted or tested 

on thirty individuals. Considering the magnitude of the survey, BOO,000 individuals, and 

the importance of the itiformation beilrg collected, the test group is not ‘farge enough to 

adequately evaluate the strengths and weaknesses of the drst2 survey. Piloting is 

commonly useqt by researchers to discover deficiencies in surveys. ” Common mistakes 

most frequently caught :thraugh piloting include bias in question/answer wording, 

requesting inappropriate demographic &a, overlapping questions scales or selection 

options, inaccurate or &sing instrzletions, technical vocabulary with 1x0 definitions, 

insufficient space for open-ended question zgswers and la& ~fmotivational techniques 

encouraging respondent to complete the survey. 52 The failure of the Notice to FWd in 

detail the piloting criteria denies commenters a. mex~~ingful o~~~rt~~~ity for comment in 

violation ofthe APA, 5! U.S.C. $ 553. 



For the fomgoing reasons, FDA should abandon its prbposed in&met survey and, 

the dissemination) of more scielQific infixmatian oil the olive oil md omcgz-3 fatty 

acid/heart disease relationships. Disclrrsure t~finfonnation over its suppression is the 

constitutional requirement. Any attempt to rely 011 the propmed survey to alter or censor 

a qualified health claim will violate the First Amendment. If the agency insists on use of 

a consumer perception survey, it should rely OJI it solely for the purpose of pinpointing 

those mcas in which gre$&x FDA public information campaigns could be used to 

improve public understanding mtd foster grc&er public debate on the role of the 

particular nutrients in reducing heart disease risk. 
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