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Case #3499 (10/1/98)
PROCTER & GAMBLE -
~ Olean Fat Substitute

rey Advertising, Inc/New _Yorlg NY = e

my (“P&G”) forolestra (also known

ements and brochures for medical
“CSPI”), a nonprofit organization

Basis of Inquiry: An advertising campaign by The Procter & Gamble Compa
as “Olean”), a far substitute, including television commercials. magazin
professionals, was challenged by The Center for Science in the Public In
concerned about the impact of foods and food additives on the public he

Television: Three :30 ‘bmadcastcommemia;lfs were challenged. Each et on a farm and features farmers or farm
workers; the commercials contain visuals of fields containing what t ers to as soybeans or a close-up of
anindiVidualsoybean, RE N i S N i ’

In one commercial, entitled My Momma Always Said, a woman holding a calf states that the first i she heard of
snacks cooked in Olean she wondered what it was. She continues: S e o ‘

“Starting from crops that grow here. Like soybeans, Though I don’t like too much snacking, I do think that chips
fried up in Olean are a better choice tha;h;thfd?Qgﬁlé;ilrikiﬁd;;,It,tastgs; real good, has a lot less fat and fewer calories.”

While she speaks, visuals of ol being poured into 2 pan of fiying chips and a bag of Lays WOW potato chips are
shown. i e e e e e T

tes thaﬁt @,fai’m COOpﬁworker had‘ told

In another commercial, entitled Farmer Reminisces, an older, male farmer s t coop:
oking oil. The farmer states: -

him that soybeans, like the farmer, are now being used for a new kin

that fries up snacks without adding

“It secms the folks who make Crisco had come: up with Olean, the cookin
1 regular chips...now I see what

any fat or even a single calorie.. And without all the fat, a little healthier t

- Similarly, in the third commercial, entitled NewsAboutSoybeans, a farmer states: "
“It seems that Crisco came up with a@wa,&

y ofrysnac chlpswuheut adding any fat or Célcm'es.f_They fifgurédwithout
all the fat of regular chips, this Olean could help a whole lot of folks eat a little healthier.” ‘

1

Visuals of oil being poured into a pan of fr:
$wo commercials. e

ing ch1ps and a bag ofWOW pgtatochlps are also displayed in these

ns, were part of the challenged cam-

Magazine: Five magazine ,advertis«ements;,:aﬁapeaimg in natlonalpubh ons, were
: ‘ st commercial looking out at his fields,

paign. One features a picture of the farmer in the Farmer Reminisces broadc:
and contains the following copy: SR e e

“Doing good in your own backyard. Of course,nnnelsZSO acres ofsoybeans 1 remember the day I first heard about

it. How soybeans like mine were going to be used to make a new kind of cooking oil.”

“Seems the folks who make Crisco had come up with Olean, an oil that would fry up fat-free snack chips without
‘adding any calories. Make them taste especially g still be a little healthier to eat than regular snacks. Itonly
= goes to show, good things can start from an; here. Even your ownbackyard”

The second magazine advertisement features a farmer. standmg ina field of soybe ans, and starts with the headline,
“Out here, you come to count on yourself 156 your own judgmgnt?f : continues: . :




/ \ toeat than the regular kmd B

“.. the Crisco people came up wrth a way tojuse soybeans hke we grow here as part of a new kind of oil. One that
ﬁ1es up snack chips and such wrth a lot less' at. And fewer calones Flgured 1t would make them a httle healthrer» :

“Now, knowmg somethmg like thrs starts wrth soybeans hke mme 1t makes me feei good ?

~ The third advertrsement features a plcture ef a woman holdmg a 1am"  (as in th ;‘ Mamma A;lways Said television
commercial) and contams the followmg language e 4 - ‘
better chozce than the regular kind.
ir deal tome.”

startmg from good thmgs hke our soybe‘ ' ;‘s L chrps fmed up. wrth
They cut down on fat and calorres whrlei ; g great Sounds hke a

The fourth advertxsement features a famﬂy n a more urban-lookmg sef ‘g a:nd: comams the followmg ianguage

“...the Cnsco people eame up w1th a Way to use farm—grown crops hke soybeans to make a different kind of 0il.”

“..Olean is the fat-free cookmg orl that’. i ’gfeat—tastmg snack chlps »

The fifth advertrsement appeanng in medrcal Joumals such as the New England Joumal of Medzcme states

“Will Olean comprotnise my patlents nutn‘aon" No Olean srmply cannot a the vitamins and carotenords that

have already been absorbed by the body By

il 9y

“Olean.. .cooking oﬂ made startmg from commen mgredlents process,edj ol

~ “Now that snacks made wrth Olean are avarlable in your area your sati ntshave ;great-tasting yaltemat’ives for

cutting back on fat and calories.”

Brochures for Health Professronals‘ The brochures eontam srmrlar 1anguage to the }oumal adverusement

In addition, the advertiser provrded NAD with a b y'ochure for Fat -Free Pnngles whrch states: “Olean i isa cookmg
oil made startmg from farm-grown mgredl nts 1i oybeans processed in an unproved way e \

Cllallenger s Position: CSPI asserted that the advertrsements are mrsleadmg;beeause they contain express and
implied claims that are not substantiated and they fail to disclose mater ial facts regarding the effects of consuming
olestra-contammg foods under ordinary condrtlons ofuse parttcularl, ig presentations made about olestras
health benefits. The challenger requested that NAI) recommend that tantrated clalms be drsconbnued o
and requrre appropnate drsclosures i L : : :

The challenger mamtamed that the followmg claims,arc;hot substantrafed i

snacl ,they cause negatt ea]th.consequences and are therefore not
“a little healthier to eat” ora better chorce” than regular chips. The challenger stated that although the FDA did not
irequrre a labelmg disclosure refernng to carote X other federal agencies consider carotenoids 1mportant for
¢ e’s “HHS”) and the Department of Agnculture consrder k

rted that i One P&G study, eatmg.:as ttie as ene-thlrd of an ounce of
Olestra chrps per day W1th meals caused u to E: ,,;:38% depletron i




", estimate that even a 10% average reduc tior

challenger mamtamed that P&G should dxsclose to consumers the facts about Oleans effect on caroteno;d absorptlon :
because of their effect on ‘health and asserted arvard School of Public Health experts on diet and disease
: of carotenoids in American snacking consumers due to
fblindness, thousands of extra deaths from, prostrate and lung
;oronary heart dzsease eachyear3 ,

- Olestra snacks would lead to hundreds of extra
cancer, and tens of thousands of extra dea h ;1;" i o1

atad “better choice” claims imply
P ontended that the FDA stated that -
‘g a mandatory labehng disclosure

No Adverse Side Effec Further the challenger asserted that the }> i
that Olean does not cause any adverse side effects, when in factitd
olestra may be used safely only in accordance mth certam eon' , :txons,
statmg » ~ ’

“This Product Contams Olestra. Olestra may, cause abdonnnal cra

iand-rloose stools. Olestra mh1b1ts the
absorptlon of some wtamlns and other nutrlents Vltamms A, D E o

: been added m

and maintained that these gastromtestmal (“GI”) effects are sometunes sever ‘The challenger argued that although
the FDA does not require the inclusion of d:larrhea on the labeleStatement, it has a lenowledged that olestra causes
diarthea (61 FR 3155) and noted that afte - G study, the FDA determined that a sxgmﬁcant number
of test subjects who consumed Olestra reg ea,a condmon that CSPI maintained could present risks
to young children and the elderly The challenger asserted that while many consumers who reported suffering from
diarrhea after consuming chips made with olestra ma _,ot have suffered, _ ed:cel” diarrhea (including loss of fluids
and electrolytes) the conditions of what FDA d ated as lo if ed by the people suffering from
them as dlarrhea) is relevant in that 1t effected thelr comfort and::mt ;fthen' normal routmes

nstrate that olestra causes severe GI
ended that in light of the adverse
olestra are “a. little healthier”
2 at,'the FDA, although it had
theapproval dare, of new studies

In addition, CSPI mamtamed that some of P&G s ;small clnncal tri
effects. See section on pre~approval elghtw ’k stu\ below. The
~ Gl reactions caused by consumption of olestra, P&G’s clazms that fi
~and a “better choice” are inaccurate and nnslea( ng. The challeng
approved the use of olestra, required a further ¥ DA rev1ew, w1thm 30 ]
that P&G sald it would conduct ; SR e T -

“Only with data from the broader marketm of ol estra can the agency be in the posxtlon to: evaluate in the future
B ,whether there continues to be reasonable : f ‘no harm ftom the use of olestra in savory snacks,” \

and asserted that it knew of no other mstance whe:re the F DA pledged to rev1ew the safety of a food addltwe after 5
approval. CSPI also reasoned that because the 30 month review had not yet been completed the unsettled nature
of the olestra debate is another reason to. ensure that consumers receive € 'evant mformatlon about olestra—
containing produets in order to be able to evaluate ttﬁe nsks : ~

Pre-Approval Studies: The challenger asserted that the preapproval stu
(including the required labeling) of olestra, are more relevant to this ch
maintained that their results are not dlmmlshed by the newer studles ‘
studies as follows: SRR i

d on by the FDA for its approval
than the post~approval studies and
’ger listed pertment pre-approval

a) E1ght—Week Studles The challenger alleged that the ,two pre-approval elght-week clxmcal tnals, whmh involved

giving four groups of subjects (17 to 24 per gro“ 8,20 0r 32 grams of olestra per day, show a statlsucally

s1gmﬁcant dose-related increase for the symptoms of dmnluea combined with loose stools, and for fecal urgency

' ‘  as ysis of these studies found that the number of subjects

™ reporting one or more severe GI symptoms .was gni cantly mcreased in the groups eatmg 20 and 32 grams per
I day of olestra as compared to sub_;ects eatmg no oleetra : ;




#~. the placebo group ate regular chips. Accorc

=~ a definition of natural, the challenger cited

tiffness would eliminate passive oil
est : psat: amous degrees of stlfﬁaess while -
e challen er, the FDA. founda s1gmﬁcant lncrease in adverse 1
v_exelg ,t—week chmcai mals L \ \ R

b) Oil Loss Study Thls study was conduct df L
loss. Over five days, six groups consume,;

- GI effects in subjects eatmg olestra co

c) 1989 Clinical Rechaﬂenge Study Th;s study te ed consumers who had i previo ly complamed about adverse
Gl effects after eating olestra. In this four- cross-over study, 1 )screened subjects consumed
olestraat 0, 10 or 20 grams per day for,af riod of seven days ac ger maintained that the FDA con-
cluded that the number of these subjects reportmg dlarrhea mcrease’ asmg olestra doses

ii'tted by P&G to the FDA as
as part of the approval process;
1tly sensitive to draw valid
hird study CSPI asserted that
S supphied ] eater and the re-challenge studies, are
"‘Ive cm}y one (mowe theater study) or two (re~challenge study)isolated -
ed that the contmstmg results of the more sensitive pre-approval

o!56 days and demonstrated mgmﬁcant mcreases in severe:

Post—Approval Studtes CSPI d1scounted' the thfee p()Sl -approval
 irrelevant to the cha}lenged advertisements; First, the studies were n
second, the two studies for which documentati Was supphed :
conclusmns and, therelsmsufﬁclentdoc‘ ‘ ntop '
the two stud1es for whlch dooumentatl,

and oﬂs share the same general structure

form: at room temperature fats are sohd[ enger, unlike liquids, Olean, at

fferenoe between them is then' -

" room temperature, cannot be poured fr one cor 1d does not conform to the shape of the

container into which it is poured: it is therefore a f j ' to as an oil. In addition, CSPI
challenged the accuracy of P&G’s deplctlon of 0, ean, b es and "at room temperamre, bemgk
poured into a pan of frymg ChlpS : SAnE 3 e S

Olean Can Help Pati k on Fat ar d C Joriss. CSPI contended fatfP&G"s claim (in medical ]ournal

:advertlsements) that OIean snacks are “gr at-tasting alternat:,ves f on fat and calories” is not sub-
: ' : calorie consumption, and that two
calorie intake, regardless of whether
| diet, reduced—fat foods may not

short-term studles sponsored by P&G mdioatethat the body mamtams
far substitutes are consumed,’ and noted that unle used as part o
result i in welght reductxon & Further CSPI noted:th’ ta rev1ew amc

Olean is a Natural Product. The challenger asserted that the advertxsements by deplctmg soybean ﬁeld.s and havmg
a farmer describe how soybeans are being used for a new kind of: cookmg oil, imply that Olean is a natural product,
when, in fact, Olean is a synthetic chemi al ) no 1edgmg that neither the FDA not the FTC has established
of the Food Safety and Inspection Service (FSIS)* of the
le guide. Accordmg to the halienger FSIS allows the term
does not contain. 1 flavoring, colormg mgredtent or
synth ! the prody ct and its mgredlents are not

of the US Department of Agriculture as a
“natural” on product labels if the product

’ ct of fat substltutes on fat intake



more than mmlmally processed 7 The chal 'nger stated that OIeanv a manmade, artificial substance that is created
through more than minimal processing, woul s definition a as “natural.”*The challenger argued
that consumers w1sh to purchase food_s dy 1) because they assume- nghﬂy or wrongly«- that natural
] clatm s matenal and should be proh1b1ted.

ity

i “advertlsmg for Oiean that the
epletion of nutrients, renders the
FDA determined that olestra did
ramps, bloating and diarrhea-like
onsumers do not expect snacks to
ain the same information required
ading because they fail to reveal
e “a little healthier to eat than
g ;e;calone”) that 1mp1y that Olean

: : e hght of the repr
regular chips,” “far free” and “ﬁles up snaok s without adding any far et
is healthful and does not present auy deletenous health effeots o e

The challenger cited FTC’s Enforcement 'Statemont q ‘n“Food Advertlsmg’” as requmng sueh dlsclosures imn adver—
tising, and noted that while packages ofole: foods bear the mandated dxsclosure, itis moonspleuously '
placed on the back of the package, and ther

' eﬁ'ects, they »typlcaﬂy d

consumers do not expect snack foods to causes’
possible “cautxonary statements,” and hence the: ‘edfor warmngs
advertiser’s assertion that Olean should b tre e san otk
require label disclosures, but not advertising disclosures. CSPI‘{‘ ue
and the stated that the FDA rejected P&G’s con & tlon that the effe/
comparable to those caused by h1gh—ﬁber dtets ' o

t scrutinize package labels for
nts. The challenger dismissed the
s (such as bran and sorbitol) that
companson to bran was inaposite
4 estra (seen in P&G’s tnals) were

Advertiser’s Pos:tlon. The adverttser mamtamed that lts clamls for Olean fully substantlated and supported
by the most comprehensxve clinical studyi Of aifor any food additi e world, » mcludmg 150 studies
'(mvolvmg 20,000 men, women and: chlldren) con i of 20 years, which were reviewed by the FDA
priorto approval The adveruser stated that Olean add nexther fat not calones to foods cooked with it and therefore
results in a substantial savings of calories andkfa, For example, P&G noted 'ﬁotato chlps cooked in Olean
contain half the calories of chips cooked (tmglycende) oils :150 versus 75 calones) and prowde no

- grams of fat as opposed to the 10 grams of fat ,,found in cl:ups fried in Vegetable 011

2 soluble substances, such as vitamins A D
| when foods with such substances are eate

The advertiser explained that Olean is a synthetm product formed from two‘ well«known food products, edxble
(triglyceride) oil, e.g. soybean or cottonseed, and table sugar: First, the thr tty acid chains contained in trig-
lyceride oils are separated from the glycerolbackbone by reacting { the thanol, a naturally occurring mol-
ecule; then, sugar is added and the fatty acid chams attach to the sugar mo ‘The newly—formed Olean molecule
has eight fatty acid chains (mstead of the. three fotmd in mglycendes itoa glucose backbone (instead of
the original glyceml hackbone) The result, accordm to the advemser ,mo,lecule whose nght conﬁ gura

i/ ) ,snacks P&G also contended
that CSPI faﬂed to prov1de any consumer percepttoa data to suppoxt 1ts broader mterpretatwn of these clalms

no:ds and prevent the body from obtammg their beneﬁts :
round the same. tlme“' as Olean (and are therefore together with Olean:
olub substances that have already been absorbed by the body. The

ta;mms A, D E andee added

sumers do not see it. The challengerasserted thatbecause



In addition, P&G contended that the challenger ignored the concluswns drawn?by FDA after it rcwewed all of the

’reportcd between the eight gram per day and contr
in loose stools, fecal urgency and crampmg;be ‘

toOlean snacks However, accordmg to thcfadvertzser thc FDA concluded that there was no need to add- carotenmds ‘

because the absorption of carotenoids was ins
data do not establish any 1dent1ﬁa '
magnitude of Olean’s effect on carotenoid  likely to be within the range of the normal variation due
to diet and bioavailability.” (61 FR 31. tiser stated that the FDA found that Olean snacks are no
d1fferent from other foods i m tcrms of carotcnmd cffccts e :

icant from a pubhc health standpomt” because “the available

No Adverse 1de Effects. The adveruser contended that the challeng. r’s assertion that olestra can cause significant
adverse health effects under normal condmons, f use wa,s wrong. gency charged by law to make
ined: - effects on human health and
on that the package label required

“FDA i is not requiring the labeling

'3 n, 83) P&G emphasmcd that'

is safe to use in savery snacks The advemser dtsnus.scd;the chaliengc
by the FDA was related to safety concems,sand cztcd FDAs declaratl

ofy ,exchailenger
cludmg the post—approval smdxes (Acutc Study and Re-challenge Study), and mstead focused on an early ~
memorandum by an FDA employee to back its contention that Olean “may be parti cularly risky to young children
and the elderly” and that Olean may caus a.” According to the advertiser, CSPI took this memo out
itations of his conclusions (“recognlzmg that this study
vho experienced diarthea during the stool-collection, period.”)

ewdence “there 1is no ev1dencc that [GII effccts? rcpr‘ ‘

Pre—Approval Stud;es The advemser mamtame that, approxlmately 100
chmcal studles wcre subrmttcd to the FDA;an ~

levels of consumptxon in order to ensure Olean s afety under corma cire
plvotal studxes (the elght-weck studles) rehcd e T it

; apprommately cqual to aone ounce scrvmg of ch1ps and that
the average snacker eats a httle more than one oun of chips three times every two weeks, and thus, the eightand
1ps consumed significantly more chtps than an average snacker -
stxcally mgmﬁcant differences in any of the digestive effects ,
1 group Whﬂe there were stahstzcally s1gmﬁcant d:fferences,

: effccts reported in any of the test

ar ‘does not cause diarrhea. P&G
tudy of patients with a severe GI
uld not affect the patients’ disease

groups versus placebo The advertlser asserted the these studles show
further stated that Olean’s effect on the GL systcm\ s so benign that
disorder, patients’ consumption of 20 grams a ‘ky,'of Olean fcr 30

act1v1ty (61 FR3155). ‘ B o

The advertiser emphasued that thc FDA hadsfound that Olean is safe fov ,savory snacks the GI effects noted
were necessatily bemgn, or the FDA could not avc'apprcvcd the p &G argucd that, in fact, the GI effects
in these studies were a result of the unrcahs aIl gh quantltlcs of Olean eaten.ovcr an extended period of time,
and would not have resulted from normal consump on. In addxtmn, P&G noted that the FDA stated that “it is not
requiring the labeling of olestra-contalmng foods in orde to msure the safe use of olestra,” (61 FR 3 160, n 83) and
that the label is an information statement nota k :

Post-Approval Studies:

or prophylactic benefits for the carotenoids” and “the actual



= arerigorous, well-controlled studies co

™ absorption of carotenoids that have been eate

=, 10 “reassure consumers about Olean’s origins,” thi

- The advemser asserted that, m addmon to the chmcal studtes it perfermed on olestra in the 20 years pnor to FDA
approval itexecuted three post-approval smdles volving 4 200 participants. P&G asserted that these three studies
manner to be predictive of consumers experience under realistic
rated conditions of the pre-approval tests. The advertiser -
consmned under normal condmons Olean causes no adverse S

- snacking conditions, and prov1de a
maintained that these studles demonstrate t
GI effects

," cooks and tastes like ordmary fat”

nd even at room temperature, it is

e difference in form (i.e., liquid vs.
ordmg to the advertiser, Webster’s

hils that are liquid or at least easily
iven by The Institute of Shortening

1at: “When solid appearing they are

~Olean is an Oil. The advertlser asserted th t Olean isa cookmg oxI th

P&G ma:ﬁtamed that at the temperamres used to fry chips, Ole:
'pnmanly a hquxd The advertiser dlsmlssef, the ehallenger s asserti
solid) is of any. s1gmﬁeance to consumers, | he industry or tc the F
Dictionary defines oil as “any of numerous unctuous combustxble

referred to as ‘fats’ and when hquld the
regulated food, refers to Olean as an oil it
contended that the deﬁmt;ons do. not
emphasize traditional characteristios‘ fo

e oles FR 3118 ,3123). The advertiser
on the artxﬁclal dxstmctlon of hquldlty at room temperature but
h cos:ty, solublhty and use. L

L

With regard to the challenger’s contenuon that the oil deplcted m the televxsmn commerelal should have contalned ’
bubbles, the advertlser asserted that the oﬂ Was notat ﬁ'ymg temperature, an erefore had a smooth non—bubbly
appearance L , . P , Lo :

Olean Does Not Compromise Nu 1‘tlo I{n response ‘to- the challenger ast tlao:n that the representatlon that Glean
will not compromise: patlents nutrition is i eca se that olestra interferes with the
rotenold levels), the advertiser

eady been absorbed by the body,

cenﬁy; resultmg m
maintained that Olean does not affect the v1tamms and carotenolds ‘th
and 1ts representatmn is thus. accurate o

lean Can Hel Patlents Cut Back on Fat anq :C‘ lori S. In response to the challenger s contention that there is no
substantxatxon for the claim that Olean snacks are “great tasting- alternatives for. cutting back on fat and calories,”
the advertiser asserted that this claim wa fuli y substa ated. The advertiser asserted that numerous studies support
the fact that Olean helps lower calo example one study by Hill et al. found that when people
- unknowingly ate a diet in which fat was replaced with Olean for 14 days their total calorie intake was reduced by

8% and their fat intake was reduced by 11 mp: d to when they ate regular‘meals The advertiser maintained
that similar results were obtained in studies in whic pa 1elpants bo e did not know thy were eating Glean
chips: both groups reduced their fat and calorie intake when eating Gle: versus regular, full-fat chips * P&G
asserted that Glean can help people manage their fat and calorie i m‘k vides a-i extra foot] choice with
respect to fat moghﬁed faods. In addition, P&G noted that Glean is n¢ asa maglc bullet” for achlevmg
welght loss or fat reduction. Instead, the advertlser mamtamed that the c}alm ) advertlsement is hmlted inscope,
i.e., “help” patxents cut back’ on fat and caldrles -

Qlean is a Natural Product The advertlser mamta : edthat consumers !

, “sta;rt s} from erops that grow here” and then refers to the “process of

takmg the mgredlents in Olean to the fmal pr by the use of Ianguage such as “come up with” and “come up
with a way.” The advertiser contended ; ts (;10 not imply that Olean is natural, butare only intended
‘ mponents of Glean»—éfetty aelds and sugar———~ are mdeed
~ as natural as vegetable oil,” and that the mes ' "
ingredients, such as soybeans, cottonseed anti sug are proc
calone—ﬁee oil.” P&G argued that consumers are capable of distin

1 that the FDA, the agency that



R product, which tastes and feels like other oﬂs use‘

P notifying consumers that the product conts

. 'mgredlents from one that grows out of the ground and noted that the chaliengor falled to provxde consumer -
v perceptlon data on this i 1ssue ey :

’ Eggd for D1§glosg;§ §gg emen The ﬁ ]
er f-,or ,a.zbetter ehotce,” P&G sho"" d; dxsclose m 1ts advertlsmg,.
otenmd levels and the FDA mandated label statement on poss1ble
gastromtestmal effects The advermsor m_ famed that these c

The advertlser contended that it is long—estabhshed law and pohc\f
information that appears (or is required) on product labels, even if th
even after the passage of the Nutrition Labeling aﬁdzEduoatiOnj;A’c
~sellers sxlence in circumstances: that do not ve. partlcular mean
firmed that “it would not be feas:ble to m' i ising]

that advemsmg need not contam'
n is material. According to P&G,
he FIC reafﬁrmed this policy (“a
1ce is not deceptlve”z‘) and reaf-
tion that may be of interest to
eceptlve without a disclosure
rin, isements where silence implies the
opposite of what is true or that conceal r afety risk. P&G asserted that neither of these examples
apply to Olean, which has been found saf without adverse health ‘consequences by the FDA. The advertiser
cited sorbltol and bran as examples of food; A dm V;;es that reqmre label statements but not advertising wammgs

DECISION

Background Asa prelude to its demsmn, NAD; notes the 1mportanc
parties. The advertzser is deeply committed to Ol 5 c far d over 20 years of research to this
not absorbed by the body, adds

nexther the far not the calories of thosez \ | 18 | as mrmtted"to its m1ss1on of protectmg

carotenolds and 1ts GI offects

In 1987, in response to a petition from P&G aski ; 't, olestra be approved for use in savory snacks, FDA began
~areview of the product. Over eight y i uary of 1996 after an extensive review of over 150 studies
(which collectlvely included more than 20 ,000 men, women and children as wel s many animals) and materials
and comments submitted by the challenger and oth, IS, ;the FDA granted the ) 1.- The FDA found that olestra
was safe” to use (i.e., there is a “reasonable certamty in the minds of cor cxontlSts that the substance is not
harmful under the intended conditions of use’” ") in savory snacks such as p chlps and corn ch1ps After this
comprehensive review and analysis, FDA determined that olestrapresen ‘ ty concerns or health consequences
to the GI tract. FDA concluded that when fat solubi ¢ ‘vmumns (A, D, e onsumed at approximately the
same time as olestra (and are together atthe same time in the dxgestlve -y mix with and passourofthe body
with it: FDA therefore required the advertiser to add those vitamins in ts that would replace those lost by
earing olestra-containing | foods. Because. FDA concluded that there isno 1ed seientific proofthat carotenoids
themselves (other than pro-vitamin A), provide any beneﬁts to thos them, it stated that P&G need not -
add carotenoids, despite the fact that they are far soiuble, and lxke far-solu le vitamins, will bind with olestra and
not be absorbed by the body. g : : Nt :

pa kages of olestra~contam1ng foods bw a label statement
stra, which may cause loose stools and abdommal cramping. The
,:rpk ion of some wtamms and other nutnents and that vitamins A

As part of its approval process, FDA requi

: label must also state that olestra inhibits th ab
D, Eanthave been added e




' adequately substamlated In reachmg thlSi 7

'snacks because the FDA concluded that the abso 1

’ advemsements is that olestra has no adv rse

In the Sprmg of 1998 CSP1 ﬁled ﬂllS challenge Wxth NAD regax:dmg certam advemsmg clalms for Olean

Rationale for Decision: The instant chal 2
FDA (e.g., the safety of olestras effects o n, the benefits of caroﬁenmds), and some not conmdered by
the FDA (e.g., the need for advemszng closur fhether’th ‘advertxsements" mply that olestra is natural). With
respect to those issues decided by the FDA, it conducte an exha ew, NAD will not substitute its
judgment for that of the federal agenc 'mandak d by Congress to. the safety of food addmves With

respect to the other i issues contalned inthe ,ch , ;;enge, NAD ﬁnds as

‘A Little Healthzer to Eat “and “A Belter Chotee ”Clazms o

‘ 'th1er” or “a better chmce are
gele claims are closely linked and
r chips; they are not generalized
iting, stating only that chips I’ried

NAD determmed that the adverttser ) re st o ns that Olean‘ i

lnmted to clalms that Olean chlps have

cmps fried up in Olean are a better chmce chan the;regular kmd It tastes real goed has a lot iess far and fewer
calones 2 (Mjf Momma Sazd) ‘And o ] i : ; ,

calg "'e‘sf.,,Figureditweulg
ind calories, while tasting

¢ negauve health consequences

' le healthier to ear” or a better

chmce” than regular chlps The FDA concluded that there Was no eed to ad caretenmds to olesm—contammg
' ificant from a public health stand-
or prophylacnc beneﬁts for the

point” because the available data do not- establ;
carotenoids” and “the actual magnitude of Ole ;
of the normal vanatmn due to diet and bloav la

chailenged advertisements imply
ent to determme the reasonable '

Because uelther party presented commun;eatgon dat
that olestra produces no adverse (GI) side eff ts

‘ GxVen that the adverusements state that ctups fned in

) determined that one reasonable interpretation of the

Tects that are detrimental to;heaith when compared to regular
lud :h"we' er, ere is’

potato ch1ps, the object of compansonf N,

;;;;;

@v AD thh several issues, some prevmusly decxded bythe



£ an oil without giving any significance to its.

glycerol, 'commenly called tnglycerldes ” Th

NAD finds this dlsagreement m the present e ,~cumstances to ‘be 1

‘temperature NAD concluded that censmners o

detennmed that olestra is safe to use in savexy snaeks The challengervs asserho ' that the FDA stated that olestra
may be used safely only in accordance wil 2in cgt_tditio , including a mandatory labeling dlsclosure isnot
accurate. The FDA stated that 1t “1s not re lal hng 3, ”olesh‘a-contammg feods in order to msure the safe »

ary concetns about the ougm of GI effects were they to be E
e medtcal treatment of those symptoms.™ After reviewing all
eots eonsequences” and’ there are

: ;3‘.160,"3‘\161) ;

mean dlﬁ‘erent thmgs, and if S0,
_g the materials submitted by the
, axje mterchangeable and without

he 'tute”), in its Food Fafs and Ozr's ( 1 994) treats fats and ml as

1dentlcal For example under the headm GRTANCE C)F : S the Institute states “If]ats and oils are
i ' ‘ inction, mical, is made. Similarly, in the next section

] tly;tdesters of fatty aeids and

VHAT ISA FAT,” the ny'xstltute :

as “fats” and when liquid they are called “oils.” Thus the only dxsk inct
the FDA in the mtmductory section of its fin _:rule on olestrak,;ref ;

of the word “oil,” with Websters Dicttona quiring that:the subs ,
American Heritage chtzonary stating that oils are “hqmd or liquifia

mterpreted these clalms Therefore, N rienced Judgment to determme what reasonable messages

‘were conveyed by the advertxsmg Based o e ,efentne record, NADeoncluded that the advertiser’s use

of the term “cookmg 011” in these advertlsements wa_ ,elther misle: ading not inaccurate. First, NAD noted that: many
h as coconut oil and palm are solid or semxsohd at room
dreasonably unders! ict with the consistency of olestra,
described by the challenger as thatof a semi. sohd shortenmg, tobea ond, rue advertlsements do not, not
could they, market Glean for use by consumers as 4. shertenmg,B" fat, : u ed in preparing meals in their
homes because the sale of olestra for this | u:tpose has not been reque oved.” They focus on the use of
Glean by manufacturers for frying chips, not on the sale of Glean ker for use at home as either a

“shortening” or an “oil.” Consumers are therefore even less llkely to a_: 4 __1gmﬁeance to the tennmolegy or
consistency of the o}estra used fo: fry chlps ' :

s Depzctzon of Olestra ’ | |
NAD agreed with the challenger that th’ television comm e,relals deplctmg elestra bemg peured mto apan, appar-
ently at room temperature, are inaccur: : that the ,adverttsements whwh never 1dent1ﬁed the pouring

oil as having been heated, could reasenably b e preted by consumers to be reom~temperature Olean, despite the
far that at room temperature Olea:n 18 not :’a cle“_ , htqutd and c e poured.,;; The depletmn is therefore not -
accurate j  : i o : : ,




 Medical Journal Claims

 basis for the claims that Olean does

AD% determmed that ﬂzc advertxser has pmvided a reasonable -
trition and can hc}p patients cur back on far and calories.

that Olean inhibits absorption of carotenoxds, and thereby
the FDAs condlusmﬂ that the absorption of' carotenoids, as

opposed to the total nutrient content of the fruits and whic e found, was not mgmﬁcant from
a public health standpoint and did not u:np t on consumer hes the “a little healthier” and “better
choice” claims, above). With regar 1€ 3¥ ts cur back on far and calories, NAD
determined that the claim is restrie st ‘ cur back » It is neither broad not a
guarantee. The studies submitted by P&G are adequate to substan ' :

After thoroughly rewewmg the ennre case 1

CSPI based its challenge to this claim ot he
compromises nutrition. NAD, however, agr

Olean is a Natural Product

The parties had very dlfferent mterpretatmns cf th‘ ‘ challengcd advc g
challenger asserted that the advemsemcnts Whl ’

tsmterpreta:twn of the advcrtlsement w1th vegard to thls
idgment tc»detemnne what reasonabie messages were conVeyed by

implied claim, NAD relied on 1ts expcm'; n
the advemsmg

Despite the fact that the wcrd “natural” 1s never used, NAD found tha he adve rﬁsements "'imply that Olean isa

not a natural preduct NAD d1d not fmd thax this is the cniy or even the

, Lkely mterpretatmn Ttiswelles-
wbhshed that anadvertlser 1s rcsponsﬁ)le to substanﬁate all reasena )

onskcf its claims. Hawng carefully

by consumers to mean that Olean is anatma] produ iin amvmg atthis
of the advertlsements feature farms, farmerskfy d soy] k,ea,n‘s and sta

'cw been rendered fat»ﬁee or suggest that
Oleanisa chenncally manufactured molecule, whxch 1s not fcund in nature

crops that grow here’ >and use language such as e up \mﬂx” and “came up w1th a way,” that consumexs will
understand that Olean is not a natural produc NAD cbserved,that adverusers cf food pmducts cﬁen state that thexr '
products “start witl » certam mgrechents, such s ‘nutri

's processed, does not neccssanly :
und that the advertxsements with
‘ 1ke mme were gomg to be used
to make anew kmd ef cooldngoil.‘.;secin? th?e ‘fo s who make
fry up fat-free snack chlps w1thout addmg any ca i

: S W ith recogmzable mgredlcnts such as soybeans 3
/ c;make Olean a fat—free caione~i:‘ree 011.” NAD ncted»

oi mclccules and thc sugar mol-
S combmed with one le part of



a sugar molecule) to form a new molecule ynet fmmd m nature;fE' en' 1f the advertiser 'S argument [that consumers
will reasonably understand the advertisements t ommunicate that Olean is soybean oil that is processed in a dif-

= ferent way] is correct, the advert;s do ssarily connote that Olean is not a natural substance. In fact,

| quires certain nutrition information on a food label, does not mean tha

#=~‘believe that no risk is present, NAD d

except for fresh fruits and vlegeta I pmcessed, but are not therefore neoessanly unnaruial >
Moreover, NAD found that the advertiser ent that it only inter
gins” and that “the components of ()leanmfatty acmis and sugar-

its contentlon that consumiers will understand ﬁ’om,the advemsemen

ndeed as natural as vegetable oil,” contradict
ean IS nota natural product Y

In reachmg its. dSCISIOIl on th1s 1ssue, NAD also rewewed its. pnor dec
the reasoning in its decmon regardmg advertxsm for NutraSwee :
the advertising never exphcltly represented that aSweet was nat

tmg 1o “natural” claims and found

atureand in inany common foods, NAD
in nature. NAD concluded that,
t th combmatlon exists in nature,

Despite the fact that the components of NutraSweet exist separate s
noted that the parttcular combination of ingredien miNutra Sweet de
i} overall impression, the advertlsements a consumer lieve

despite the fact that the advertlsements nev/ ex 1e1t1y made that clann .

As noted above, the. mstant case mvolv f advertis "meats that, although never using the words “nature” v
or “natural,” convey an overall i impressiof ough vis and language) that Olean c comes from the farm. NAD
concluded that the challenged advertlsements could reasanably be mterpreted by consumers to mean that Olean is

a natural product when as the advernser concedes, that is not the case.

Need for Dtsclosure in OIean Adverttsmg

a that 1mp1y because the NLEA re-
al information must appear in all

The FTCs Enforcement Policy Statement on Food Advemsmg make‘ ;.

advertising for that food. Moreover, the FTC does net requ:re alli
be relevant to consumptwn ofa partlcular 0. aded i

prevent consumers from 'bemg rmsled aboute the mgmﬁcance ot‘ diete
policy as foliows : : ,

but only information necessary to
S on health The FTC explamed 1ts

- “When the context of an advertlsement as a\wheie convs ys to consumers the net nnpressmn that the food makes
only positive contributions to a dlet, or daes 0t co any mgredxents at levels that raise the risk of dxet-related
diseases, the failure to dlsclose the presence of nsk—mcreasmg nutnents 1 hkely to be deceptlve » :

‘ h;eh consumers need to be informed.
cally stated that it “is not requiring the
nstead, the FDA required the label

may cause, preclude “unnecessary
nt unnecessary or inappropriate
FDA stated: “there is no evidence that
th respect to the effect of olestra
sa reasonable certainty of no harm

In the case of olestra, however, there isno nsk qf ‘diet r

FDA did not require package labeling to address
labelmg of olestra~centammg foods i mn ordert 1nst
statement in order to enable consumers to associa
concerns about the origin of GI effects, were they to be observe
medical treatment of those symptoms.”™" Aﬁer reviewing all of the daf
[GI1 effects represent health consequences” and “there are no sa
on the Gl tract.” (61 FR 3160, 3161) Simil ly, the FDA concluded that

from olestras eﬁ‘ects on carotenmd absorptmn o o P

‘f safety nsks in advemsmg is requlred when generahzed
ted diseases would mislead consumers to reasonably
the instant, chaﬂenge, no. dlsclosure is reqmred In reaching
 this conclusion, NAD noted that the advertiser’s representations that “a little healthier” or “a better choice”
are closely linked to claims regarding less fat and fewer calories, re not ‘nerahzed health claims. (See
- discussion of “A Little Health;er” clanns, abj‘ , ‘ that there a;reno safety concerns

While NAD agrees with the chaﬂenger that dtscios ire
safety claims are made and silence 1

ded to ‘reassure consumers aboutOleans ofi-

_.Inthatcase,asmthemstantcase prh

iet-related diseases thatmay



. in olestra consumers.

‘Olean chxps contam less fat and fewe & alone

inNAD’s self-regulatory process. ‘#3499 PBS cloSed 10/14/98)

' misled about consequences which may resul

with respect to the effects of olestra that Wo ' nolestra lmg,“" NAD determ.med that there e

is no reasonable basis to requlre a safety di osur ) the challengedfadverusmg
CONCLUSION -

NAD determined that the adveruser has supphe 2
or “a better choice” than regular chlps i

NAD also concluded that the term “cookmg 0il” a
nor inaccurate, and that theadvertis‘-';er pro; deda reasdnable basfi
that Glean does not. ‘compromise nutrition an elp pauents c
however, that the depiction of Olean as a hquzd at room temperav
depxctlons be dtscontmued “ i v e

e eélicalkjouxyfnaladVertiSements :
it and calories. NAD determined,
ccurate and recommends that such

With respect to the 1mpl1ed “natural” claun 1 \ ADconcluded that the advert i

, ents could reasonably be inter-
preted by consumers to mean that Glean i al product. Because Glean is undemably not namral NAD rec-
ommends that the advertmg be modlﬁed , \ ‘

tentlal for consumer confusmn

Finally, NAD determined that the mformatlo ,tatement requlred bythe FDA on labelmg of: foods contammg olestra

does not have to be dlsclosed in the challenged adverhsmg

i damental arguments that CSPI has
,made with Olean have negative
that NAD agreed that our claims
the “natura ” issue, it has and will
never our mtent however to imply
ing has run its course, we will take
: epprec;ated the opportunity to take part

Advertiser’s Statement' We are very pleased that NAD has "Jeete th
made, and continues to make in a variety of forums spec1ﬂ -
health consequences that must be disclosed in advert
concerning the benefits of Olean snacks were ful
continue to be our intent, to truthﬁ;lly communi ( i
that Olean itself is found i in nature. Nonethel ss, even though the‘prese
NAD’s concerns into account for any ﬁ.ltureﬂlean advertising. Finall

| Carotenmds are nutrients found i in such‘:foqis a fru:ts and vegetables and, accordmg to CSPI ‘may he Valuable
in reducing the nsks of macular degenera; ’ardmvascular dlsease and other health problems

2 The challenger cited The D:etary Guzdelmes forAmerzcan pubhshed by HHS and t:he Department of Agnculture X3

as sta’ang that carotenoids are among the nu ents ihat have a “potentlally beneﬁmal role in reducmg the risk for
cancer and certain other chromc dlseases : :

3 CSPI further argues that P&Gv statement “Olean cannot affect the a ds that have already been absorbed
by the body,” which appears in its Journal advertlsement IS mlsleadmg "‘stramterferes w1th the absorption
of caroteumds that have been eaten receutly o e :

4 CSPI noted that the FDA coneluded that “Gl ym ptoms a,ssoelated WI ' e ‘tion of olestraQCOntamln’g foods are
material fact information... Disclosing this } O els will en leleonsumers to associate olestra ‘
with any GI effects it may cause,” and that the FDA requued such ¢ 'sclosure £ p

5 The challenger stated that some of P&Gv inical tri

6 - 61 Fed. R;eg’. Ar3168.



" 61FR 3118,

~advertisements for olestra and olestra-containir

7 The challenger argued that these stuches Iacked the statlstlcal‘fsensrtmty‘ to deteet mcreases in. adverse (3 1 effects
below 7 to 10 percent, and asserted that ' : v

sohdappeanngthey arereferredto as ‘fats andw n thev dre
01ls EsudAzrs andOzls 1(1994) i

and E;obscn, 'Food and Nutrition
:i_e;zﬁce and Lore oldie Kit(:hen 597

g lds showed that use o' 2 far_substrmte att0% of energy from
dletary far d1d not mgmf cantly reduce 24 hour energy intake: the» ther study, on21- toy30~year—old men, concluded o

that subjects are olestra “w1thout affectmg to

11 Posmon of the Amencan Dletetlc Assccxaﬁdn rat Replacers. 98 L Mencan Dzettc Assocmtzon 463 at 467

12 Mlller, GD Gromak, SM. “Impact of Far Substxmtes on F ar Intake.” szds ( 1996) Suppl §293- 6

13 The FSIS has Jmsdrcnon over rneat and poultry Iabehng

14 Accordmg to the chailenger F SIS explamsthat mm,lmal processmg'may mclude tradmonal processes used to
make food edible or preserve it or. make it safe for uman consump i mekmg, Toasting, freezing, drying
and fermenting) or those physical processes whw' do not fundamenta aw product (as opposed to solvent
extraction, acrd hydrolysrs, and chemmal bleachmg) : ' :

15 The challenger mamtamed that Oleank would alse nct qualzfy as natural under FDAs mformal pohcy addressmg :
the use of the term ‘natural” on food labels, whi 'h penmts use. of the term on labeis of food products 1f they are
composed of substances that are not ma ve made ' Ha : A :

tmned the Federal Trade Comrmssron (“FTC”) to require
ning roducts to mclude the mfermahon reqmred by the FDA on
product labels and that the F FC is rev:lewmg the petltron S ; =

16 The challenger noted that in 1996 ii |

17 The challenger further mamtamed thata clalm ca ;be nnsleadrng 1f t f ' 'Is k veai facts that are material in light
of the representations made, and that the clalm that olestrais a ¢

h: ora “little healthier to ear than
regular chips” are mlslea,dmg bccause they faﬂ to reveal that oiestra i with the absorption of nutrients and
may cause- Ol drstwbances i ; S : LR e

18 59 Fed.. Reg 28 388 (1994) “(when the eentext of an ad asa wh ! ,rte eonsumers the net 1mpress1on ;
that the food makes only positive contnbutmns tc a dret the fallure tc | sclose the presence of nsk—mcreasmg
nutrients is hkely to be deceptlve ”) ! 4 ~ :

ctive Jenuary-30,. 1996, to proiiidé:fmhé safe use of sucrose

19The FDA amended its food addmve regul i ve v OI' th€ Sate us ICT:
lestra) as a replacement for fats and oils in savory (salty) snacks.

certified with medium and long cham fatty 1ds (




. the body

24 59 Fed Reg 28388 28392 ( 1994} FTCS Enforeement anaey S,;j

‘that has no adverse health consequences. : “61 F

20 The advertlser conceded that foods eaten as mueh’as two hom'sv ior to the i desiaen of Olean can remain in the

digestive track and therefore have then' fat—_’ luble mponents, if any; abSorbed by Olean and then passed out of

21 In evaluating safety, FDAs standard,ls;ax reasonable certamty that no harm wﬁl result ﬁ'om the use of an
addltwe (61 FR 31 19 ot i ; :

22 See footnote 8

‘ they are afew extra ch1ps, but still

'_'I!‘FoedﬁAdVertising; '

25 “As pa.tt of the approval FDA requlred that the petmonerc C; fu,lth studxes of the effects of human
consumption, to be submitted to the agency 30 motaths after the approval date. ‘The subnussmn of new studles was
made by the advertiser in June of 1998 : : . : :

26 - 7661 FR 3119 An effectis harmful v ealth not 1f it 1s smlpiy an undes:rable or unexpected effect ;

;120 o
27- 61 FR 3160, n.83.

281d

29 See 61 FRat3119 3121

30 Although the challenger mamtamed that Olean ismore hke a semisohd ortenmg at room temperature than an
011 CSPI never deﬁnes shortemng and NAD assumes that the ehal , s shortenmg with “fat ”

31 The FDA approved olesim for use only m savory snaeks not fo use asa cookmg ml olean therefore cannot be -
marketed as such to consumers. i’ : _ :

32 Although a brochure for Fat-Free Prmf (n‘ for Olea.n) use, the word “processed s “OIean is a eookmg oxl

. made starting from fatm—grown ingrec f s like soybeans processed i m an’lmpro\red way, NAD found that the -
phrase “processed in an improved Way, 1 _;the context of this af | s not necessarﬂy convey to
consumers the fact that Olean is a new moleeu ,not found in natur, processing are used, such as
freezing, drymg or hearmg, that do not chan re the basic 1denmy of ct. Stating that the soybeans in

Olean are “processed inan meroved way mayi unply te some cons Glean, Ilke other cookmg oils, is -

1to ‘blean (Crisco uses “soybeans
her substances constitute Glean,
“mgredxents” are combmed :

or in what manner, e. g physxcal nux«tore or;chemGal éyttthesm these othe

34 Similarly, NAD found the adverttsers arguments“that the advemsements de not nnply that Olean is natural, but
are only intended to reassure consumers ments of Olean———fatty acids and sugarmare indeed as
natural as vegetable oil” unconwhcm' : CONSUMETS are never mformed that fatty acids and sugar
are the components of Olean, and are instead provide th pletures of farms aud language statmg that soybeans
are bemg used to make Olean, a new coekm 011 s




35 Slgmﬁcantly, all cookmg oﬁs, mcludmg 4
™ 36 The NutraSweet Company, NAG :C\ R
37-61FR3160,n.83. ”

38-81d

betwem d;tets nch in frults and vegetables
direct evidence that. carorenmds :
eneﬁt"? :

39 Id at 3168. The FDA also stated that although there;xs an aSSOGI t
(including those that contam carotenolds) and dk creased ¢

hoice” were not limited to less fat and
ind that advertising disclosures are




