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[ INTRODUCTION

The Food and Drug A;dministration (FDA) has 1ssued an Advance Notice of Propeeed
Rulemaking (ANPR) to solicit views on qualified health déi?ns:' The FDA is \cuffren/t']y ,
reviewing qualified health claims pursuant to an interim enfoircemen{ti/\nelicy that éljlows J
marketers to communicate truthful, non-misleading health ’E‘:l;im; for foods and aietary
supplements when appropriately qualified to indicate the level of scientific support for the
claim. The agency adopted this policy to provide consumersfa ‘grkeiéjte‘r\ range of mermanonon 4
ways to improve their health and to respond to court rulings establishing that eons‘nrners have
a First Amendment right to truthful health information even 1fthatmf0rmat10n ‘i\siniot o :
supported by significant scientific agreement.?

In the ANPR the FDA solicits views as to which perrreizanenx’\anﬁ?oacﬁh to qu’;;liﬁed
health claims the agency should adopt.® It is considering threi‘e alterneti\{e pfonosalg. Option
1, which is based on the interim approach, would requirelmari(e'tefs o petition the f:DA for
approval of qualified health claims, and, after public commen%c, tbe., agency \yenl\vdzindi»cafe
whether it intended to exercise its law enforcement 'discretion;‘te qnéliéﬁge the claim. Option
2 would require notice and comment rulemaking for each quwa'iﬁﬁedx healfn claim. Option3
would regulate qualified health claims on a post-market basis::‘ Tne"fDA is also efonsi’denng/

adopting an evidence-based ranking system for qualified health claims and it seeks any current

‘ 68 Fed. Reg. 66040 (Nov. 25, 2003).

2 See Pearson v. Shalala, 164 F.3d 650 (D.C. Cit. 1999); Whitaker v. Thompson,
248 F. Supp. 2d 1 (D.D.C. 2002). “ |

} ANPR at 66040.
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empirical research findings relevant to consumer 'intyefpr)etétiéh of dualliiﬁyed heélthiclyz:ii;ﬁ;;"“
FTC staff supports FDA’s initiative because it isiliklégy\ to increase the ﬂow of ’t'\ruthﬁﬂf,

non-misleading health information to consumers, while at the same time maintaini;ng strong

protections against deception. Because effective consumer fjrotéction requireg theét such

claims be considered from the standpoint of the consumers réceiving them, we also strongly

support the FDA’s commitment to use empirical evidence to guide its regulatory and poliéy '

choices. In brief, this comment notes:

> The FDA’s interim approach to qualified health éldinés appearsto recogmze the
importance of protecting consumers from /decwep)tiypg, f)romotmgtruthful non- f
misleading commercial speech, and ensuring “ﬂex‘ibili";y in aiiickﬁtfhniddéting :;chgn“ge's in
science. | |

> FTC staff believes that Option 1, which would céﬁi?yifhéﬁiﬂﬂt‘e“fﬁgyé’ﬁf)ﬁj)qaéﬁfivéfan“ o
acceptable approach, although more experience with the aﬁﬁrﬁach and fun};er
consumer research are needed to reach deﬁnité ,cénchiiéions ébbut its‘ meyits:

> Consumer research conducted by FTC staff suggests iilat consumerscand1st1ngu1sh
between levels of scientific support, but that strongly worded QL}aliﬁers are ineeded\tif):

avoid deception. This is particularly true when fashioning qualifiers such as those

R R

proposed for so-called “C” and “D” claims when the level of scientific supportis

weak.
> The FDA’s evidence-based ranking system appears t’o'imairiiaiﬁ marketers’ incentives

to further develop the science in support of their claims.

N 1d



II. BACKGROUND '

The Federal Trade Commission has c‘onsider‘ab‘le‘ expiertise in food and dietiarj/
supplement advertising and labeling issues. The FTC eﬁforegs the Federal Trade Commxssmn
Act,” which prohibits deceptive or unfair acts or practices mer affectmg eonrlrr_l‘erce.6 The
FTC considers the prevention of deceptive health-related advertising claims to be ene of its
highest priorities and has challenged deceptive health elaviir\r;ss%ebeﬁt:feeﬁs'aﬁd'dieta;;'y
supplements in numerous cases. FTC staff has also studied téle effee't df adi}\eﬁfsihfg feguiletion
on consumers and eompetmon and examined the role of advertle;ng n conveymg health
information to consumers.® Finally, FTC staff participated as members of the Task Forceon
Consumer Health Information for Better Nutrition that 1fqrii1u}ated the rec\emmend;}tions to the

FDA that are explored in the ANPR, and staff submitted comments on a number of FDA food

: 15U.S.C. § 45 et seq.

6

Id. The FTC and the FDA have overlapplng JUI‘ISdICtIOH to regulate the
advertising, labeling, and promotion of foods, over-the- counter drugs cosmetlcs alzld medlca]
devices. Under a long-standing liaison agreement between the agencnes ‘the FDA exerc1ses
primary responsibility for regulating the Iabehng of these proélucts while the FTC has pnmary
responsibility for ensuring that their advertising is truthful and not mlsleadmg Workmg *
Agreement Between FTC and FDA, 4 Trade Reg. Rep. (CCHﬁ 99,850.01 (1971). '

7

See Pauline Ippolito & Janis Pappalardo, Advertzsmg Nutrztzon & Health
Evidence from Food Advertising 1977 - 1997 (2002); Pauline Ippohto & Alan Mathlos
Information and Advertising Policy: A Study of Fat and Cholesterol Consumptzon in the United
States, 1977-1990 (1996); Pauline Ippolito & Alan Mathios, Health Claims in Adveirtzszng and
Labeling: A Study of the Cereal Market (1989%; Tohn Caltes sQ’Pappalardo How Should
Health Claims for Foods Be Regulated? An Economic Perspectzve (1989).

i See, e.g., Dennis Murphy er al., A Generic Copy Test of Food Healt% Claims in

Advertising (1998).



advertising and labeling issues — including two in the past year9 |

At its core, the Commission’s mission is to proféét‘ecsr\i‘sumer’;s'o“vﬁéfe‘igflty by
addressing practices that impede consumers’ ability to exercjﬁse iﬁfenned choice m the
marketplace. Preventing deception while fostering the free ﬂ;ow of truthful and non-
misleading information to consumers is key to this mission. 2Accordmgly, the Cbnﬁmissibn
strives to stop deception without imposing unduly burdensome restrictions bfhelt 'miigtht*éhil'l‘ A
information useful to consumers in making purchase dé‘c‘iﬁsijpéé./‘ol ’&?;éealﬁs\ke tr}ﬁ&hfuljaﬂd non-
misleading information is also critical for competition, the Commission hasbeen v1g11ant to
oppose overly broad restrictiohs on the provi’sion of such inf&rmatiop,_ vyhethe}* impiqsed by
government or private organizations.'!

Generally, regulatory approaches that narrowly tailor Ii'elstrict’ions against falise or

I

misleading claims, coupled with vigorous law enforcement, will result in greater

’ Comments of the Staff of the Bureau of Consumer Protection, the Bureau of
Economics, and the Office of Policy Planmng ofthe FTCin the Matler ofObeszly Workmg
Group; Public Workshop: Exploring the Link Between Wezgfzt Management and F ood Labels
and Packaging, Docket No. 2003N-0338 (Dec 12,2003), avazZable at

www.ftc.gov/be/v040003text.pdf; Comments of the Staff of the Bureau of Economzcs the Bureau

of Consumer Protection, and the Office of Policy Planning of the FTC in the Matter of Food

Labeling: Trans Fatty Acids in Nutrition Labeling; C'onsumer Research to Conszder Nutrient
Content and Health Claims and Possible Footnote or Dzsclosure SZatements Docket No. 03N-
0076 (Oct. 9, 2003) available at www.fic. gov/os/2003/ lO/fdafattyac1dscommenttext pdf.

10

See, e.g., FTC Policy Statement Regarding Ad‘:‘/erti\siﬁg'Substahtiatidn, 49 Fed.

Reg. 31000 (1984) (substantiation factors include benefits of a truthful claim and costs of a false

or misleading claim, thus balancing the goal of preventmg deceptxon with the need to ensure
access to truthful information and vigorous competition).

a See, e.g., American Medical Ass’n, 94 F.T.C. 701 993-96 (1979), enforced as
modified, 638 F. 2d 443 (2d Cir. 1980), aff 'd per curiam by an equally divided couift 455 Us.
676 (1982) (challenge to the association’s prohibition on physxman advertlsmg)

5
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dissemination of truthful, non-misleading information.” In E%ﬁiresk; rbroi‘ao pestiiet\ié\)nson the
dissemination of information do stop false or misleediog mformanon b}xt;canr\alvsotgﬂepﬁve
consumers of useful information and impede their ability to éxerc’i“s‘e informed cﬁoilfee.'z
Empirical evidence, described more fully mpnorFTCcommentsﬁiedthh the F]jA,” |
suggests that the effects‘of government restrictions on olajgjs; for foods and di‘etary‘: |
supplements are consistent with these general principles.” 4 7

III. FDA APPROACH TO REGULATING QUALfFIED HEALTH CLAIMS |

The FDA requests comment evaluating the ments of three alterna‘uve proposals for

regulating qualified health claims for foods and dietary SﬂpPl?f.ﬁ?f}t§~ “As notedabo(re, Option

1 would codify the current interim procedures and evidence-ijfased ranking system and require

that marketers petition the FDA for approval of quahﬁed heafth clalms The petlglon would o

be made available to the public, and the agency would issue a letter mdlcatmg whether it

= See Comments of the Staff of the Bureau of Economzcs the Bureau of Consumer

Protection, and the Office of Policy Planning of the Federal Trade Commission in the Matter of

Request for Comment on First Amendment Issues, Docket No 02N-0209(2002), ‘available at
www.ftc.gov/0s/2002/09/fdatextversion.pdf.

13 See, e.g., FTC Staff Comments, supra note 7.

14

See Pauline Ippolito & Janis Pappalardo Aa’vertzszng Nuz‘rztzon & Health

Evidence from Food Advertising 1977 - 1997, FTC Staff Report (2002) Pauhne Ippohto & Alan

Mathios, Information and Advertising Policy: A Study of Fat and Cholesterol Consumptzon in

the United States, 1977-1990, FTC Staff Report (1996); Pauline Ippolito & Alan Mathlos Heallk (

Claims in Advertising and Labeling: A Study of the Cereal Markel "FTC Staff Report ( 1989).

B The ANPR explicitly states that the FDA would codify the evidence- based
ranking system into a regulation under Option 1. See ANPR at 66042. The ANPR 1s silent about
whether the FDA would use the ev1dence-based rankmg system if it adopted Optlon 2o0r Optlon
3. If the FDA adopts Option 2 or Option 3, it should explore whether adoptmg the ev1dence—
based ranking system under these options could benefit « consumers

6
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intended to exercise its law enforcement discretion to éhtgﬁé%gegt)b? claim. The Fli)A would
evaluate the science supporting the underlying substgnce;—disf;:agg:tglgﬁign§hip and jéssign a
ranking to the claim depending on the level of sgientiﬁc:s\uppior/t, Option 2 would mandate
formal notice and comment rulemaking for each requested qtiialiﬁ¢d héalth ciaim. A marketer
would petition the FDA for approval of a qualified health Eléim; Athﬁe ég‘fﬁe\ncry wouldi then
publish the proposed claim for public comment and woﬁfldwaéprove it if the claim as quﬁliﬁed
were supported by significant scientific agreement. Option 3¥would have the FDA “treat

qualified health claims as wholly outside the NLEA and reguiljate them solely on a poétmarliét

]

basis, if they are false or misleading.”®

We believe that the best regulatory approach to ~qinefﬁfiejd fheélth claims shoéid ,
accomplish two main objectives. First, the approach should f;)aximiée £he; ébilify c;f sellersqto
disseminate truthful and non-misleading information to C\Oanli(;lTylé;‘S,’\V‘;hilel adéduaieiiy
protecting consumers from false or misleading information. éécb;ld, beééuée the agproach
must accommodate claims based on emerging science, it should be flexible enoughi to allow
the claims to be modified as the science changes without the éosf and delay of a forjmai
rulemaking. | o

The FTC staff believes that the ANPR sets forth the correct factors for the FDA to
consider in evaluating the merits of the three options the agency has put \fdr\;vard.ﬁ %Wé Aéléo’

believe that Option 1 — based largely on the FDA’s current interim approach — is ahikééééptable

16 ANPR at 66042.

v ld. at 66042-43.



approach,'® although more experience with the approach and further consumer research are

G

needed to reach definite conclusions about its merits. Although options 2 and 3 have clear’

conceptual advantages, each also has important implications for resources and fits differently

4 LI -

with the FDA’s authority. The FTC staff, however, takes no position on whether O

11 Wil VViIiU IO

Option 3" (or some other alternative) better fits the FDA’s rriissign, resources, and authority.
IV. QUALIFICATION OF HEALTH CLAIMS ~
The ANPR seeks information on how to qualify healt%hclaxms adequately to convey to

consumers the level of scientific support for the claims. TheFTC staff feco'gnizesk

that developing proper qualifying language is necessary if theFDAShealth claimg initiativeds

to succeed. Well-grounded empirical evidence of how coﬂsuhqe’r’s\would‘infefpret the

qualifiers is essential to determine whether the health élax;ir@s,fasquali‘ﬁed,teari be conveyed in

7
!

8 The ANPR requests comment on the “meaning and/or relevance” of the

“competent and reliable scientific evidence™ standard in the context of the FDA’s mtenm
evidence-based ranking guidance, which the FDA would 1mp1ernent under Optlon 1 See ANPR
at 66045. The FTC typically requires “competent and rehaBle scientific evidence™ to substantlate ”
efficacy or safety claims for health-related claims for products like foods OTC drugs
supplements, and devices. The FTC does not 1mpose any ﬁxed fonnula  regarding the number or
type of studies required to meet the standard, or any specific parameters for sa;mple size and
study duration. The Commission examines both the validity of individual studies and the
surrounding context of the scientific hterature to determme whether the weight of the evidence
supports a particular claim. See FTC Bureau of Consumer Protectlon Dzetary Supplements An
Advertising Guide for Industry (1998), at Sections B.1-5. The competent and rehable scientific
evidence standard has limited relevance under the ev1dence based rankmg system, However:
because the FDA reviews the scientific support “for a claim before it is disseminated and assi gns
the appropriate ranking qualifying the level of support, a reasmlable consumer wou'ld expect it to
have only the level of support that the FDA ranking lndlcated

1 Option 3 calls for the FDA to review health clalms af’ter dlssemmatlon as the

FTC does, to ensure that the claims are not false or mlsleadmg “We believe that such a post-
dissemination model has been effective for the Commlssmn given its mission, authority, and
resources. The FDA, however, has a different mission, authorlty, and resources. See ANPR at
66043 (comparing the FTC and the FDA’s investigative powers)

8



a way that is truthful and non-misleading.. Mo%éo{ier; marketers’ incentives to petifti-d;d for
approval of health claims and to sponsor science are strongef if quahﬁersdlstmctly51gnal the
level of scientific support for a qlaim to consumers. o | ’
A. FTC Staff Research ReSl;ltS _‘
Since 1998, the FTC staff has conducted extensive cc;nsumér sﬁrvey résearl:h testmo |

i)

qualified health claims.” The FTC staff has tested ads on apprOXImately 1 300 consumers as
part of copy testing to provide guidance about Wthh types of quahfylng language are most

effective in conveying limitations on the science supporting health clalms ThlS research
N ,y : S .

suggests that qualifiers must be garefully craﬁed to be effg@tiye. -
The copy tests suggest that consumers can distinguish between claims that are

qualified to convey differing levels of scientific certainty. ;Cofnsﬁimers t}goughf that ads with

PR Cree e e e © s

unqualified claims, such as “Scientists have proven that taking antioxidant vitamin

supplements reduces the risk of certain kinds of cancer,” were the most certain. Consumers

also understood more qualified claims, such as “It Iook$ profr:tlising; but further research is

needed,” as being significantly less certain. Consumers fhﬁhﬁefrécbghiiédk that the most

?‘ N
highly qualified claims were the least certain of all.

The copy tests also suggest that very strong qualifiers for health claims may be needed
to convey an accurate impression to consumers if the supporting science for the diet-disease

relationship is weak. FTC staff tested ads concerning the/r@létipnélﬁip 'betqweenlth'egusé of

antioxidant vitamin supplements and a reduced cancer risk pr%dfar \\ti}{e)‘és‘sumﬁt‘i‘on t}fie,itwthe‘ -

!
20

that data indicates that the results are broadly consistent w1th the 1998 results.

9

Results of the 1998 copy tests were pubhshed m Murphy, supra note 6. Results
from the subsequent copy tests require further analysis and review, but prehmmary analy51s of



science supporting this re]anonshnp 1s Weak. When consume"rs were shown an ad with mlld or
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moderate quahf iers regardmcI the sc1ence supportmo thls relatlonshlp, most consumers

\Ax )

thought that scientists were relatively sure that antioXidant’vy‘teiifnjvnksUpplements feailced the’
risk of cancer. To make consumer perception consistent with fhe” \?&feékér level of sjwci'entiﬁc

LR A ‘1 1
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supplements reduce the risk of cancer”) were necessary.

H
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The FTC staff’s copy tests are assessing the efficacy of Vanous quahﬁers 1n partlcular

?

ads with health claims. In contrast, the FDA here is atternptmg to 1dent1fy standard quahﬁers

that would work for all health claims on labels mvolvmg the 'same category of supporting “
science. Because the impression that consumers take away fnom a cleirn soi:nefirne:s Vanes
based on the context in which it is made, the FDA faces a dlfﬁcult task 1n 1dent1fy1ng

qualifiers that will be effective on a variety of Iabels Nevertheless the FTC staff’s s copy tests
of various qualifiers in particular ads should provide useful 1nsxght fo the FDA'in
accomplishing this task.

convey an accurate impression i{f Fhe ‘supporting science is We;ak. /Because c’_oinpan%esf typically
do not use these claims in their advertising, FTC staff has releiitively limited expeﬁence in
assessing the adequacy of qualifiers for claims that are suppoc%ted h}}’va‘fea“ki smenceZ' In che ‘

absence of additional well-designed and well-conducted consamer research, it is thus not clear

that qualifiers can be identified that will convey an accurate impression of health claims for

o ' This may be because such highly qualified clcnms concemmg the efﬁcacy of a

product may not be likely to cause consumers to purchase the product or because of other
reasons, such as concerns about legal liability.

10



which the scientific support is weak.

The FTC staff, like the FDA,* continues to conduct consumer research to qi;de:r}ti fy
specific language and other means to distinguish claims base(j:l on the level Qf 'séier'i:tiﬁé
support. Among othef things, our research ié ‘evwzilua)tinﬁg \yvv}éeéh\er&ggr"l\suhr’ner&s take away an~
accurate impression from health claims for which the suppqrt;ing'séiehce is weak. {\s the FTC
staff completes its analysis of its test results, it will shareA thes’ie results with the FDA and the
public.

B. Marketer Incentives to Make Qu'aiiﬁeé Health Qlaims (

The ANPR seeks comment on “how to provide iricentfives fiif‘ﬁlanufa"cturer;s to

develop the data needed to obtain significant scientific agrgeﬁgen‘t f(”)gan unquéliﬁe;l health

2 We believe that the proposed evidence-based rankir‘lgq structure itself provides some

claim.
incentive for marketers to incur the cost of petitioning the Flji}&\félrfabﬁi'o’vé"l of an ﬁndudii’ﬁed
or less-qualified claim or even to sponsor some research tovsu‘ipbo’rt proéressivgly léss-
qualified claims.

For example, a marketer that has to state on a label that “although there is s{cie'ntiﬁc

evidence supporting the claim, the evidence is not conclusive” to makg a h)ea]thp{laéi_;n‘(i. e., a 

“B” claim under the FDA’s interim approach)** would likely expect that con‘sum‘erswwould be

2 See FDA, Consumer Studies Research Agenda (July 10, 2003), avazlable at
www.cfsan.fda.gov/~dms/nuttf-d.html.

2 ANPR at 66043.

# On an interim basis, the FDA is assigning a letter ranking from A to D to all

proposed health claims submitted for approval accordmg to the partlcular level of smence
supporting the claim. Scientists have a high level of comfort that “A” — or unquahﬁed — claims
are valid, a moderate or good level of comfort that “B”‘ ialms are vahd a low level of comfort

11




more interested in purchasing its product if it could make an Léanuaiiﬁed health claim or “A’f
claim. Individual marketers, however, may not have sufﬁcieﬁit incentive to undefta%ke very
costly independent research togaiﬁapprovél for an unqu'ali“ﬁe;d T&éélth‘ claim that regletes to a
class of foods generally, rather than specifically to their own brands25

Preliminary results from the FTC staff’s empirical res;agrch "teo‘tatively soggiest fhat
there may be much less incentiv_e‘ for megketecs to xncurgoststomake thig‘hly ougligied claims.
The copy tests suggest that, particularly for highly qualified “C’ or “D” claims in aids, such
claims may not make consumers more likely to pufchése'@he %tdveftis’ecl' pijoéﬁéf thein V{A}‘Afhé\ ?d’
contained no health claim at all. If such highly qualified clan;ns lnfactare noterIy to
increase product sales, marketers \;vould have little incentive go com'mit:resou(rc’es to pet/ition
for or develop scientific support for “C” or “D” quality'sciencié,e'xwheﬁ/:those (c1‘£1ir:ns él:ikely will
not have an effect on consumers’ purchase decisions. | .

As recognized in the ANPR, there are many altematiyzes thai the FDA cop}l{i\consider
to help consumers distinguish between the levels of scientiﬁﬁc% supooft for health ’¢1§‘irﬁs.‘ The

[

FDA might consider using attributions such as “FDA approved™ or “FDA authorized” only

i IS

that “C” claims are valid, and an extremely low level of comfort that “D” claims are valid.

» On the other hand, marketers may be less wﬂlmg to fund research or spend to

communicate claims about a class of foods generally, rather than their own brands. Marketers
cannot use dietary guidance statements to link a substance and a disease because thlS hnk would )
make the statement a health claim. See, e.g., ANPR at 66040, 66046, Thls limits thelr ability to
communicate that a specific substance in that product 1s I]kely to have a health beneﬁt and
manufacturers would be less likely to provide dietary gmdance ‘than to make quahﬁed health
claims. Therefore, from a regulatory perspective, dietary guxdance statements are nota substitute

for truthful, non-misleading qualified health claims. For discussion of the free rider probIem and

advertisers’ incentives to commumcate 1nforma’uon see . Howard Beales HI Rlchard Craswe]l
& Steven Salop, The Efficient Regulatzon of Consumer Informanon 24 JL. & Econ 491, 503-
04, 509 (1981). i

12



with unqualified claims.”® The FDA could eliminate the re’qufireme‘nt that marketers use

“may” in unqualified claims as in, “Calcium may reduce the riisk of osreoporosis 2 We
support the FDA’s plans to conduct research to test these and otther.possible qualiﬁ‘e’r:s, and \w\e
intend to work e,
V. CONCLUSION
The FDA’s on-going efforts to develop an empmcally—based approach to quahﬁed

health claims for food and dietary supplement labeling erI hkely benef t consumers and

competition. We believe that the development and adoption of thlS approach will Iead to

better-informed consumers who will be able to select_ frojn a l;g.road_er range of healthier

products. We therefore support the FDA’s efforts to develop}%suChan “approach.(

t

26 Given that claims without SSA may well prove to be unfounded thls usage helps

ensure that the value of such an attribution is not diluted by assocratron with unfounded clalms

X

27 Research conducted by the FTC staff mdlcates that Vague quahﬁers that a food or

nutrient “may” have a certain health benefit have little or no 1mpact on consumers’ perception of
the certainty of the science. Murphy, supra note 6; see also chhard Harris, ]nferences in
Information Processing, 15 The Psycho] of Learning and \/Iotlvatlon 81 128 (1981) To the
extent consumers process “may’” at all, we share the FDA’S doubt that consumers understand it
as meaning that the health claim holds true for some, but not all people See ANPR at 66043

|
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