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KRrRIisLOV & ASSOGIATES, LTD.

C!YIC OPERA BUILDING, SUITE 13850
{14 20-NORTH WACKER:DRIVE
CHICAGO, ILLINOIS 80606

FAX (312) 606-0207
TELEPHONE (312) 606-0500

August 21, 2001

Ms. Jennie Butler

Documents Management Branch

U.S. Food and Drug Administration
Department of Health and Human Services
Room 1-23, 12420 Parklawn Drive
Rockville, Maryland 20857

Re:  Proposed remedial regulations re products containing different ingredients
between labeled and label-exempt versions especially relating to fountain diet
Coca-Cola and Bottled diet Coca-Cola ,
Dear Ms. Butler:

As per our conversation last week, I am enclosing for filing the original and two copies of
our amended petition on behalf of Mrs. Zapka.

Please let me know if the agency requires anything further.

Robert J. Stein II1

= “Very. fruly you

RJS/ce

cc:  Mr. Joseph Mendelson III (Encl.)
Mr. Christopher Murphy (Encl.)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
‘ FOOD AND DRUG ADMINISTRATION '

I th_e Matter of “

-~ PROPOSED REMEDIAL REGULATIONS Docket No. 01P-0190/CP 1
REGARDING Products containing different- '
ingredients between labeled and label-exempt
_ . versions especially relating to FOUNTAIN DIET
'COCA-COLA AND BOTTLED DIET

| COCA-COLA

R " S N N N

TO:  Documents Management Branch-
U.S. Food and Drug Administration
Department of Health and Human Services
Room 1-23, 12420 Parklawn Drive
Rockvﬂle Maryland 20857
; August 14, 2001
AMENDED CITIZEN PETITION
Judy Zapka, on behalf of herself and all others similarly Situated, by her undersignéd
attorneys, Krisloil and Associatéé, Ltd., hereWith submits this amendéd petition under Sections 201,
1402, 403, 409, and 701 of ‘the Federal Fbod, Drug and Cbs_metic Act,‘ petitioning that the
Cornmissioner of F(Soyd and Drugs shallissue amended o‘r‘withdraw FDA regulations as hereinafter

identified and specified. -

~ A. SUBJECT MATTER

The subject matter of this petition is proposed remedial regulations regarding products sold
~ under the same brand name, but which contain different ihgredients in the non-labeled versions from

the ingredients listed‘ir\l'théylaﬁéled version. For‘example,,bottled Diet Coca-Cola Tists that it is

750 sweetened 100% with aspé,ﬁame, while Diet Coca—CoIa, dispensed in a fountain format, is sweetened




g Prlmanly with Saccharin.‘ CocaCola is awareofconsumers’confusronandlcnows that a substantial

3 percentage of consunters would not buy the fountam version 1f they were aware that it has been‘
sweetened pnmanly W1th saccharln Changes are necessary to the pubhshed regulatrons and to the
f labeling of products in order tone gate and correct confusron caused by deceptrve marketing practlces
adverse to the consumer. Prlmanly, it is sought to order Coca-Cola and all other manufacturers of

- products whose unlabelled v’ersmns 1ngred1ents m_aterially differ from the same branded product,

to disclose this to consumers on the labeled product, or otherwise effectively alert consumers to the

- existence of such differences.

L This pet1t10n 18 brought agalnst Coca-Cola Company, among others by pet1t1oners
’Wl’lO have consumed Diet Coke® from the fountam (“fountam Diet Coke") and were decerved by
the marketmg practrces employed by Coca—Cola Company (“Coca—Cola") mto behevmg that fountain
D1et Coke has not contained sacchann Coca~Cola markets “Dlet Coke” as be1ng a single unlﬁed
“product sweetened exclusively Witl’l‘ aspartame{ lethout making any distinction betWeen fountain‘
Di‘etCoke an'd‘Diet Coke in<a:bottle‘or can ‘("‘bottled'DietCoke”). |

2. ; Diet Coke 'ki‘.s_ an excellent eXanl?le of the problem. }» While bottled or Ccanneleet

Coke 'is, in fact,i sweetened exClus_ively wrth aspartame and so described in its nutritional label,

: 'fountain Diethoke, unlabelled onr cons_umers,'hasbeen actually adifferent ‘product, _sweetened
: lnstead with a mixture that’s predominantly saccharin'. ‘ |

3.‘ o The l‘)etitlo‘nvers. -l’etiti‘oner bnngs thiscase, on behalf of herself and on behalf of

o rmlhons of consumers natronw1de Petrtloner J udy Zapka resrdes in Wlllowbrook Ill1n01s and is

i conductmg an actlon agamst Coca-Cola n the Umted States Dlstrlct Court for the Northern District

| :of Ilinois over its deceptrve practlce. Petrtloner and all rnembers of the class were misled by Coca- |




.

~ Cola s failure to dlsclose that fountain I))iet Coke and bottled Diet Coke are actually different
o products and that fountain Diet Coke has contained saccharin while bottled D1et Coke does not. |
4 | The_ Coca-Cola Cornpany'has its headquarters and principal place of business in
 Aflanta, Georgia and is incorporated and exi’stvs under the laws of Delaware. Coca-Cola is in the
business \of manufacturing, producing and dispensing bs‘oftdrinksi and other beverages. ..

‘B. ACTION REOUESTED

'» 5. lt is. petltloned that the FDA Comm1ssroner amend 21 Code of Federal Regulat1ons
| (2 ICF_R) and issue add1t1onal food labehng'requlrenlents, wh1ch Wlll address consumer confusio n
and disadvantavgethat exists when consume.r‘ food products, including soft dnnks (l)'are‘ dispensed
or sold in different formats"bearing thev same brand’vnarne; (2) co_ntain(different ingredients when
dispensed or soldin such formats; and (3) have different lab elingre‘quirer‘nents for each format under
the ex-isting regulations, eirempting some from any labeling disclosure of contents, so that (4)
consumers buy the productin the exempt forrnat mistakenly believing' ittobe identical to the labeledx
product, even though the exempt—format product contains different ingredients, some of which are
the subj ect of consurner health concems; and (5) concerrling Which the relevant manufacturer knows
| of the consumer confusion and that a 51g111ﬁcant number of consumers Wéuld refuse to buy the
" product if they knew k' - o |
65 Mandatory Labehng Under EXlStlng Regulatlons Title 21 of CFR §101.9(a), |
‘ provides that nutrrtlon 1nforrnat10n relating to food shall be prov1ded for all products 1ntended‘for |
hurnan consumption and offered for sale .unless an exemption is prov1ded for the product in
; paragraph (]) of such sectron |

" ', “(l) When food is in package form the required nutntion labehng mformatlon shall




appear on tfxé iabei i1\1/’tlk1e‘. fqrmat speéiﬁed,in t§ 1019]
| “(2) ~ When food is nof in package fonﬁ, the required nuvt;'itioh‘laﬁeling inforthation'shall

be displayed clearly at the point of purchase (e.g., on a counter card, sign, tag affixed -

~to the product, or some other appropriate device). Alternatively, the required
information may be placed in abooklet, looseleaf binder, or other appropnate format
. thatis avallable at the pomt of purchase.” .
7. Exemptibns from labeling. 21 CFR. § 101.90), én'ti;ely exempts certain foods
.~ from labeling. As relevant bere, § 101.96)(2) exempts food products which are: (i) served in
' restaurants,...; (i) Served m other e-stébl/isl\lmentjs ‘in which fobd 18 vs‘erv’ed for imrﬁediate human
consumptioh (e.g., binstitl‘lt‘ionalv food service establishments...); (iii) spld only in such facilities,...;
(iv) used 6nly in s:uch facilitiés, and n'otbserv'ed‘to the consumer in the package in which they are
‘received...'. |

8. Somewhat differehtly conditioned, 21 C.F.R. § 101.9(]')(2)(V)’S exemption of food
i);oducts which a;re sold by é distribﬁtdr Who prinéipally sells fobd to such facilitiés, precludes the
' exemption for féods that are to be manufactl}red or répackaged int‘o‘ consﬁmer products, oi'- “if fhere
isa reasénable- posSibili’cy that the product will be pﬁrchaséd directly by coﬂsﬁmers;’; 21 CFR §

101.9G)2)()(A) and (B). | .

9. | 'bR‘eas-o’nv Why an ‘Amendmern‘tlbto Existing “Regillati'ons is Necessary. Majbr ;
consumer confusiori exists where ;;roducts léo‘n'taii»l' .differenti ingredients when sold in different
" fbrmats or péckaging. Certain products regularly solld td éonsumérs‘ inone -fanﬁl_iar labeled packége

have différeﬁt ingrediénfs when sold iﬁ laBel-e’:X-empt‘ ‘vcircunvlsta_nces. As ~é result, consumers who'
' examine the labeling of a labeled préduct gener’alb} and réaso_nably believe that thé nutritional
- disclosures in the labéléd product deséribe ideﬁticaily named Hlébe}-ex_empf >produ‘cts. Asa resul.t,.

' consumers are misled Vt“o'b‘elie\vfe} that the product is one single formulation, but are unknowingly
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‘ ingésting certain iﬁgredienfs Wh1ch théy othemnSe would not khoWinglyéonsﬁme. 'M.oreovér, ceﬁain
ménufacturers, such as Co;achﬁla, k‘nowﬁ éf ;[he éonsumer cénquién and iﬁter_ltionally_exploit 1t

10. Pr(‘)posevd Clarification to fhe.Reg\;l.lﬁ:t\ions. iEl;iminatioﬁ of Consumer c}:o’n‘ﬁlvsion

“could be accomplished by sevefal alternative methods. Thekeyis plabing Conéumérs on ﬁotice that

1 apfoduct with a siﬁﬁlar naine v;/hose contents of iﬁgrédigﬁts are di’scloéed ‘masf havé seriously

. different contents or ingredients than a product if sold in another form.. -

11.  Accordingly, one amendment to the labeling reqliiremenfs could be a mandatory

m')tic_e on the labels of products whose contents differ when sold in labeled vs. exempt format. As

, examples: “This label describes the contents in the enclosed packagé' only. The product dispensed

in restaurants or other packaging contains different ingredients.”

12. Another amendment might be where the ingredients in an exempt format would ,

require specific identification in a labeled format. This would be especially appropriate where there

is widespread consumer or medical concern about an ingredient, such as saccharin, that is contained -

' only in the unlabeled format. For example, a product sweetened by éspartame inthe labeled product,

but be saccharin in an exémpt fOrtneit,'cOuld, in order to eliminate'confusion_ with the labeled

~ product, have the following‘required lénguageori its label. “This nutrition information appliés only

to this packaging. The product diSpensed in rcstauranté and fountains contains saccharin.”

13. Carcinogenicity and Regulatory Policies. Many broad—range regulatory issues came

B 't(‘)‘prominence when the Food and Drug Administration 'proposed in 1977 to ban saccharin from-

foods, drugs, and cosmetics because of studies in which the sweetener caused cancer in test animals.

‘Questions were raised cohceri;‘ing the desirability of pérmitting health benefits to be wei ghed against -

 health risks uTﬁlagmg whether a product should be removed from the food Supply,i and the extent - .

‘5’ »




to uvhrch the governrnent should go n protectrngthe consurner i
14.  Signs on Saccharm-Contammg Foods The Sacehann Study and Labeling Act‘ }

added a prornslon to the Federal Food Drug, and Cosmetrc Act requmng that a Warmng appear on

'the labels of saccharrn—contarmng foods, maklng any such food not so labeled to be mlsbranded For

these purposes sacchann mcludes calcrum sacchann sodlurn saccharln and amrnomund sacchann

| J The prescnbed label warning was: ‘°USE OF THIS PRODUCT MAY BE HAZARDOUS TO YOUR

—'A’HEALTH THIS PRODUCT CONTAIN S SACCHARIN WI—IICH HAS BEEN DETERMINED TO

. , CAUSE CANCER IN LABORATORY ANIMALS.”

The Warnlng was requrred to appear both onthe label and in any labehng for a food product
15. Slgns in Retall Stores and on Vendmg Machines. The SSI Act provrded that retail
stores that ‘offer saccharm-contammg foods for sale but not for 1nnned1ate consumptron were
requrred to dlsplay anotice to consumers: regardrng the mformatlon that is requlred to appear on the
‘ food packages Foods offered for sale at retail were mlsbranded if the notlce was ot present
k 16. The Government S helghtened concern about the health risks posed to consumers by
saccharin was evidenced in 21 U.S.C. § 343(a), which concerned the 'Seoretary of Health as to
- Vending machines (P.L. 106-272, approved 9-22;2000), and which includes the following:
“The Secretary may by regulation*require vendingmachines through E
- which food containing saccharin is sold to bear a statement of the risks to -
health which may be presented by the use of saccharin. A regulation under
this subsection shall require such statement to be located in a conspicuous
“place on such vending machine and as proximate as possible to the name of -
each food containing saccharin which is sold through such machine.”

17. In the last weeks before his term ended, former President Williaanhnton, on »H

December 21, 2001, signevdél_egi_slation allowing rernoval of the warning label required since 1977
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on saccharin-sweetened foods and beverag‘es.
18. Cbnsumers‘ have received little ér no notiﬁcatidn ofsuch legisla’tion since the signing

thereo’f and consequgnfly cohsufﬁef attitudes émd Viéws cﬁnCérning saiccharin; purpors'e\lybbuilytv u_ia over
a period of’ many ‘yea‘rs‘ljlave un'déarstandab ly remained unchangéd, énd should remain so indeﬁﬁjtely.

19. - In féct; consumer research undert;lkén byPetitiénéf shoWéd that éf‘;er the Department
of Health and Human servicés remoyed sacchérin from its ﬁ_st of suspectéd caréinogens (May 15,
- 2000), consumer éttitudes towards éacchérin in their diet Asoﬁ dnnks remains unchanged.

- 20. ‘ ” The. widcspread, prominent use .*o_jf saccharin warnings over thé pasf decade has
created a general cdn‘sumer awareness that sacchaﬁn isa éﬁspected carcinogen. As a result many
c6ﬂ$umeré avoid pfdducfs containingr saccharin. This fact is kﬁowﬁ to ‘manufac‘:fuvrersvsuch as Coca—
Cola énd, in Zfaé‘t, iﬁ the mid—19805_caused .many soft drink manufacturers to chahge the sweetener

profile in their bottled diet products to 100% éspartame.

'C. STATEMENT OF GROUNDS

2_1.- The groﬁnds 6f this petitibn are very simple, nélmely‘ that million‘sﬂ df: coﬁsufners
'presenﬂy have no full ciisciosure,_ and areb' being cieliﬁeratcly .misied and r‘rianipulated,‘ by-
manufacturers such as Co‘cé-Cola, to‘ ﬁurchase and iﬁgést uﬂlabelled prod.ucts‘in the confusion that
| they havvé thé same vilngredients as labeled products beéﬁng the sarﬂé brand ‘name.

22, quvrvsuaht to 21 CFR § 5.10(2)(1), the C”ommissiobne‘r'of Food andDriigs has thé“ ‘
' autho_rity, deriized from tﬁé Se_crétary of Healfh and Human SGWiCCS, to promulgate regulations under

the Federal Food, Drug and Co_smcﬁc Act, 21 U.S.C.'§ 301 et. seq.
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23. | Diet Coéa—Céié is é‘n_ eﬁafhblé best known fo pet1t10ners ‘eilndb eXerﬁblary of fhé
possiblé harm and market évt)nfusion‘whi'c‘:h feciuirés regulatory aﬁ:enti{)n’.g o |

24. Prior f’o November of 1984? Dief Cdca—CoIa prdducté \VVer,é ’sv‘veeten'ed by sacéharin
‘ora mixturé df aspaﬂaﬁé and saccharin. Consumer concerns ?boufc ingestﬁlg sacchaﬁn ére’

sﬁbstant‘ial,b and Weré (and a,fiefstilll) knowh by CoéaQCola. Such concer'ns‘ wére pfopagafed by the
ionthenn US govennnenf erﬁphasis on health risks assogiatéd with séccha:rm in fdods, especié.lly
with respect to fhe‘ dread and too ‘c;flte»h fatal diseasé of vc'ancer. »The Gévemment’s program for
J limiting or‘drastic‘ally feducing conSumér ‘us‘ev of 'sacéharin Has only cased '\;Vith Pfesident Clinton’s
‘si gning of législation on D_eéeinbgp 21, .>7.>000_. Sinée December 21, 2000,‘ American consumérs have
received Iit;cle or no noti‘ﬁcation of wﬁat transpifed so rééently.' Moreo_vef, céncerns gbdut‘the use
| éf , saccharin remain Widesprééd throughout th}e médic.ai énd scientific conimum'ty, and ‘among -
Consﬁmers. o | |

25. - Coca '-ColaF‘actst. ByN ovemberéf 1984, C"oc'a—C‘olla knew or bélieVed thatmillions
of consumers lwould pfgfer én aspartarhé sweetened (i.e;? non—cércino génic) 'soﬁ drink to a saéchérin .
. sweetened soft drmk because of p‘efceived h¢alth risksﬁ associated with Saqcharin. This percebtion—-
that saccharin causes ‘cancer;;Was amajor reason fof Coca—Co‘_la;s deéision to swi£ch Diet Cok¢® to
»as?artame‘ oﬁly and td Vigordﬁsly‘adifeﬂi‘se aﬁd pljomc;te the chapge to 100% aspartame.

26. On Noyefnber .29';. 1984; ‘ 'Coca—Cola annouﬁced " in a press release that it Would
v"replace the saccharin iniDiet Coke® with fﬁe sWeeténer aspértaﬁlé." \Thre éompany statéd .thaf the
reforrxiulatéd Diét Cvol-<e® would be avai‘lab_le ‘in some areasv ‘of the country w1th1n days and
throughoﬁt the United States By thé early part of 1 985 .: It .Was also ‘éta’ite(‘i,' at that tifne, that "for ﬁoW'f i e

. the 100% aspartame version of Diet qu?@—)—';s;gﬁlﬂﬁﬁotwbé available at the fountain, léaving it

g
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uncertain whether that meant that Diet Coke® would no lomger be a;féilab‘le’ atthe fountain, until-a

conversion had'taken 'plac‘e"or that tﬁe fountain version Was“‘a‘nd ;Nould ’c‘:s_‘nﬁm’le to be saccharin
‘ swéeténéd, or that t‘he‘fbuntéin‘ Vérsioh wo‘uldvl“)e. chnéged to ‘1(i)0% aépanémé ata 1atér date. |
| In fact, foﬁntﬁn Diet Coké® alwasis v?as, and co’ntiri’u‘esio be, slwéeten'ed p'redominéntly by
the undiéclosed varild reputed cafcin§ gen s‘accharin;
R - 27. - From approximately NoVember, 1984 untii sbmetime in 1992 or 1993, Coca-Cola
* marketed Diet ‘('Joke® highlighting itas a‘be\r/erage swéetéhed witii I\:IiltraSWeet®; and prominently
displayéd the Nu&aSWe§t® "biﬁwheel" (atrademark idénﬁ-ﬁdng apr'()duc‘f as coﬁtaining Nul;raSWeet)
von Ebttled Diet Coke conta:iherg and iﬁ Diet Coke® 'advertisements. |

| 2‘8. - Duringa p.eriodkending sdrhétime in 199_3, some:‘ of the print adverﬁ_sements for Diet

Coke® ‘typically céntained fine pﬁnf indicatirig that Diét Coke® with 100% Nutr3$weet® Was. still
~-mot available at fountains, and some of the televised advertisements ﬂashed a brief subﬁtle to the
“same effect, still leaving the fneaning uricerta_iﬁ.

Those advertisemf:nté, however, never disclosed that the fountain diet product contai_né the

reputed carcinogen féaccﬁaﬁn.

29. At approXimately‘ the‘ same time that Diét Coke® switched to generic aspartame,.it‘b
”stopped adverti_éing that it cbnﬁiﬁed _'V'NutraSWeebt". :Dibe_t' Coﬁe@ c_jan's‘ and bottle's., however, listed
only éspartame as its s'weeténerv,‘ and did not ’ir‘ldiéate that fountéin Diet Coké vc;)nta;ined éac%charin

“or even that it was a different product; Diet Céke@ "z;dVeftiSementé ais;) céaSed- étating tﬂaf diet Coke‘ |
'. "'With 100% NutraSweet was not 'a\(.ailablie at the fountain.v -
30. Frorh sorﬁeﬁfne in 1.9‘9‘2 or 1993 to prese;lf; véo:c:a-Colé has misadvertiséd F:"Divef

Coke®" as a single, unified prOduct. It has omitféd_i_ﬁ"iﬁ—ie{&i}értis'énients, or otherwise generally
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'iriforrrled consumeré, that feuntaih Diet Cekl‘e \and: bottled Diét Coke are; éctﬁall§ | two tilfferent
‘ products and that one conteins sacchaﬁn. Nor has it iﬁclﬁded inits allvertisernentsthat fountain Diet
Coke cor_ltaills setccharin. | |
31, Thus, tlle labels of Diet Coke® purchased by coneumers (bottled Diet Coke®) state,
and cerltinue to state, tllat Diet Coke® contains -atspatrtarne,:but do not :disc‘:lo'se éaccharin,, and do rlot
disclose that the fountain preduct is actually’different, let alone that it contjairls reputedly harmful
saccharin. .
32.  Amajorpart of Cdca—Cela's marketing strategy, and a cornerstone to its success, is
rerleatedly telling consumers that all Coca-Cola products are of a corisistent quality (thtled, canned,
er fourltain) throughout the worl(l. Coca—Cela ’Wants consumers: to ‘believe and rely on the
" »representatierl (however false) that everywhere they see the "Diet Ceke®" nare and loéo, they are
“always getting the same product.
| 33. ,O\th‘er' Products. ’The extent of cenﬁlsion as to other provdu‘cts canxlot be rea‘diily;

determmed; Petitioners are presently seeking to determine vsrh'ether tlxe Diet Coke situation (i.e.,a
o lal:leled.product differing materially ln ingredients from the labeIQexempt product) vexists substarltially
in other-probbdticts; In feict, just the proe’ess of arlalyzing the market for sﬁch ‘product’s is difﬁcﬁlt, since-
; presen_treg'ﬁlations do rlot require but shOuld reqtlir’e a-l‘abe_led procluct to»vd‘isclose that it may contain
| differentingredients. t‘han’ in an-unlabeled'formulationl V | |

34.  Manufacturers” Awareness of Consﬁmer ConﬁJSioﬁ. Maﬁufacturers are aware of |
consumers’ confusion ('actually,‘ censumersf ‘i grloranee of ‘ the fact that the ‘Ivlo‘rll‘atbeled product
contains different ingredierlts tllan the lallele(l Versi-orl) and éetively seek te bprevent tllis information

" from reaching consumers, in vovrder to avoid losing sales to competitors. . Simply put, manufacturers

10




~ such as Coca-Cola déliber;tély ﬁérpetu;clte a.nd efcpiﬁif thlsconsumer éonﬁlSién.
35. | | E)/ctensive mérkefresearch has co“nﬁrmed thét consﬁinérs‘ are in‘ a stafe of conﬁlsibn,‘-
i 1tv)ecause: they mistakenly géﬁeréilybelieyé that thé Diet Coda-.(jola‘bott‘.led ;fersioﬁ and the Diet .Co‘ca_'
| Céla fbuntain version confain i‘deknticaly ingrediénts. | |
36. , ’ Thus,-consumé_rs -who read thé bottled version of the ‘i;ro;iu;:t ail see an ingredieht
| label which lists only aspartarhe as the sweetener. -
| 37. - When consumers purchase the foﬁntain Vefsio‘n of the' product, they receive an |
- unlabeled contai;ler (i.e., which déesynot‘ list thé nutﬁtionél contents). -
l 38. Consumer research showé that 'éonsumérs presume the producf is idcntical;
.39. Thére is g_v,enerraily‘ a différenéé ini ita‘sfe bétweeﬂ the two, whi-ch co'nsﬁmers
_ understandably but erroneously ascribe to an‘inherent différénce in the deliyery syst_ems,‘ beliéving
that thé delivefy sy;tem impérfs a'different aﬁd inferior tast.é.‘ |
40. | In fact, Coca-Cola knows of this_ cénfusioﬁ, aﬂd also knpws__that a substantial portibn‘
of consumers would stop dnnklng Diet Coke, either in fountain version or altogether, if they knew
that it Céﬁtai-hed éaccharm.
41. 'ﬁFurtherr,?the differende n tés‘;e of the t‘wb’ products is_‘prir-nan'ly attributable to a
 different sweetener._v Hox&ever, CocaQCola bontinuéé to use saccharin in biet _Coke in part becaﬁse
it is substantially éheaper for it to pfoduce tﬁe product in that form .indeed, .Coca-Cola éctﬁally
- >savbes approxirﬁately $20 million annuaﬂy by using the cheaper ‘séccharin sweeteﬁer:ill-its unlabelled
prqduct. |
42 | S,acc;hariﬁ alsohasa longer shelf life bﬁt éohéumers generally prefér the taste of dist

- soft drinks sweetened exclusively‘with aspértame. :
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. 43, ’l’has, l‘or example, ‘Co:ca—‘Cela reaI);‘si‘. a ‘c:e'mpoankd proﬁtby uelng Saeeharih as the
prlmary sWeetenef fo.r‘ foilrltaih Diet | Ceke®- sihce: [¢3) .saecharih is_‘ euhstantially cheaper than -
asparlalne and (2) 1f the procluet Was." sweelenecl ‘W'ith lO_O% aspartame‘, it‘lweul\d havea ehorter shelf :
life, thereby causiné Coke to incur addiliehal “quality eontrol”-relale(l'expehses. |

| 44. | Thus,v ignoring even the lost reVeIlue from full llié_closhre, Coca~Cola proﬁts from the
lower cost ef deeeptively using the far cheaper and longer lasting saccharin as the sweefener‘ ln the ;
’ u:nlabeled version. o |
45. Further, Coea—Cola’s own testing conﬁnﬁs that eeneumers generally believe that 1t
is the feuntain disper_lsing which causes diet soda producte to have ‘an inferior taste to the hottle
v\(fersion, while, ih fact»,‘i‘t is the uhdieclosed ingredierlts that actually eauSe thiseffect;
46.  Thus, e\?en ignqn'ng consumers” health -coneems, they pay a premium for a lesser

product, without having a meaningful way to inquire or discover a difference in the product.

D. ENVIRONMENTAL IMPACT
47.  Pursuantto 21 CFR 25.24(a)(11) and (b), no environmental assesément 1s required
- with fespect to this peﬁtion.

R CERTIFICATION

48.  The unders1gned counsel for Pet1t10ners cert1fy that to their best knowledge and
belief, thlS Petition 1ncludes all necessaly mformatlon and views upon WhICh the Pet1t1on rel1es and
) that it 1ncludes Whatever representative data and information known to the petitioners Which could

“be unfavorable to the prayers of the Petition. -
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F. REOUEST FORRELIEF
WHEREFORE: | |
: , Petitioner\rvequests' &th:;t thfe‘Cor‘.r;missio»n take the‘ folloWing .actki‘ons:

‘1. Amend the relevant regulations to require d.isclosur»e‘,that‘ ‘whenevér nonlabeled
Vefsions of branded produqté differ in contént frb‘m their labeled vérsidns, the laBeled VersiOn ‘vséill
be féquired to disclose, a) That the prédﬁct has difvferentyconten‘_[s When disrpensed‘_in other versions,
~and b) what thosé differehées aré. |
2. Am’end the relevént regul_gtions to réquire that vwhe:nei_’zer' a particular Substance' ‘
| requiring heighteﬁ‘ed. disclosuré o_n. product labels exists in a‘non—labeled Version of a product, that |
| either-,"(a) fhé l:abeled p‘ro‘duckt‘be‘ fcquifeci to cdﬁtain_ ;d stétgrﬁent indicating that presence of thé B

substance ih the non-labeled product and th¢ correspohdiﬁg heighténed disblosure statement or(b)
the ﬁon—labeléd product be sold under a differenpe name, or inéludé the pr@dﬁct requiriﬁg heighteﬁéd
disclosure in its name (e.g., “Diet Cokewith éacchariii”). |
3 | Amend the relevant reéuléti_oﬁs to require that different products cannot be ﬁlarketed
under the same name where they contain differént ingredienté, fhé inclusion or ’,o_mission of which
would be relevant to a cbnSumer’s intenf to PﬁrchaSé the prdduéfc, unless the name of hte labeled
product is modified to reﬂéct thé p‘r‘esénéve or abseﬁée of those ingreéﬁénts.
4. » Ordér corrective of retnedial advértising be done to eliininaté and 'co.rrect'curr"e‘nt |

. consumer confusion; and
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: 5 Ord”erj‘ such Othér feiief as theCommlssmn degmé' to be vappro‘fiﬁz;te under the
’circm‘ri_vsta‘nces. | | | | ‘

Resﬁeafuuy submitted,

Judy Z;apka _

, By‘hér attorﬁeys, :
Krislov & Associates, Ltd.

: Attorneys for Petitioners
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