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Dockets Management Branch
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Dear Sir or Madam:

Please bﬁnd attached a Petition we have submitted to the FDA on behalf of the Center for
Science in the Public Interest (“CSPI”) regarding the labeling and manufacturing of foods
containing allergenic substances. ST :

The CSPI petition urges FDA to require the decldraﬁbn of allergenic foods on ingredient
labels, and to establish good manufacturing practices (“GMP’s”) to prevent the inadvertent
introduction of allergenic ingrediepts into non-allergenic foods. This petition addresses the same

issues that were raised in a recent petition filed with FDA by nine State Attorneys General.
Docket No. 00P-1322. o

If you have any questions concerning this Petition, please call Bill Schultz at (202) 778-
1820 or Carlos Angulo at (202) 778-1811. ‘

Thank you for your attention to this matter.

: Sincerely, | o
' William B. Schultz
Carlos T. Angulo

Attachment

©0 P- 133

KR o

BALTIMORE ® MIAMI W NEW YORK & TAMPA ® WASHINGTON D.C. = WILMINGTON




Petition for Rules Regarding )
- The Labeling and Manufacture of )
Foods Containing Allergenic =~ )
Substances )

Submitted on Behalf of the Center forSclence in the Public Interest

- October 4, 2001




L Introduction

o ThlS petltlon 1s submltted on behalf of the Center for Sc1ence 1n the Pubhc Interest
(“CSPI”) and requests action by the 'Foodband’ Drug Ad;ninistration (“FDA"’) fegerding allergenic
food substances.! Specifically, CSPI requests that the FDA Commissioner amend Title 21 of the
Code of Federal Regulations to provide adequate notice and protection to individuals with food
allergies through (1) the imposition of labeling requirensents for food allergens, and (2) the
establishment of “Good Manufacturing Practices” (“GMPs”) aimed at preventing the inadvertent
introduction of such allergens into non—alle;genic foods.

CSP1 is a nonprofit education and advocacy organization with 800,000 members that
focuses on, among other things, improving the safety and nutritional quality of our food supply.
CSPI seeks to promote health throngh educating the public about nutrition and works to ensure
that advances in science are used for the public good. CSPI represents its members and citizens’
interests before legislative, regulatory, and judicial bodies. |

FDA has concluded that “the undeclared presence of allergens in foods is a serious public
health issue.” 66 Fed. Reg. 38591-92 (July 25, 2001). Consistent with the Agency’s conclusion,
CSPI strengly believes that the public health requires the Agency to mandate the declaration of

allergenic foods oningredient labels. Such requiremenis will supply consumers suffering from

1 The foods most commonly recognized as allergenic and that cause the majority of
serious reactions are: (1) peanuts; (2) milk; (3) eggs; (4) fish; (5) soybeans; (6) crustacea; (7) tree
nuts; and (8) wheat. 66 Fed. Reg. 38591, 38592 (July 25, 2001). These eight foods are the focus
of the May 26, 2000 Attorneys General petition on food allergens (infra p. 3), and of FDA’s food
allergen awareness efforts. Jd. Thus, references in this petition to “food allergens” or “allergenic
substances” are also to these cight allergens. Nonetheless, other foods, including strawberries,
apples, carrots, parsnips, celery, hazelnuts, potatoes, and kiwi, can also cause serious allergic
reactions (http://wwww.allergylearninglab.com/about/food/index html?id+4195215 (June 21,
2001)). Also, some food additives, such as sulfites and carmine, can cause serious allergic or
non-allergic reactions. CSPI therefore urges FDA to review whether ingredients other than the
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ed choices about what foods they

food allergies with the information they need to make infon
eat and to avert the potentially

The publicv health also requires that food manufacturers follow strmgentmanufactunngpractlces .

to ensure that food allergens are not madvertently added to non-allergemc foods

In a petition submitted on May 26, 2000, Attomeys General from the States of New o |
York, Maryland, Michigan, Wyoming, Ohio, Tennessee, Connecticut, Vermont, and
Massachusetts urged FDA to adopt by regulation speciﬁe :Itequitements that the ,eight. major food
allergens be declared on food labels and to establish GMPsto prevent the unintentio‘nalk inclusion
of those allergens in foods. Docket No. 00P-1322. CSPI strongly supports most of the specific “
regulatory changes urged in the Attorneys General petition. This petition further demonstrates
that FDA has the legal authority to implement these requested regulations.

This petition is submitted pursuant Section 4(d) of the Administrative Procedure Act, 5
U.S.C. § 553(e), 21 C.F.R. § 10.30, and Sections 201(n), 402, 403(a), 403(i), 409(c), and 721(b)
of the Federal Food Drug and Cosmetic Act (“FFDCA’%), 21 U.S.C. §§ 321(n), 342, 3>43(a),
343(i), 348, and 379¢(b). As we demonstrate below, the Ageney has ampleauthority under the
FFDCA both to require the declaration of allergenic substances on food labels and to establish

the requested GMPs.

I Action Requested
The Attorneys General petition sets forth, at pp:. 4-11, specific amendments to Title 21,

Code of Federal Regulations, requiring the declaration 6£food allergens on ingredient labels and

el

elght major allergens should also be regulated in the manner suggested in this and the Attorneys T
General petitions.




, establiShing GMPs aimed at kprevenﬁhg the inadvertent introduction of aller ens into r

h allefgémc foods. " CSPI supports all the specific rqgulatgry recommendations of the State

i

Attorneys General® except the réComniendaﬁon that fbbd
rneys fen icept the rec b S

allergenic substance display an allergen insignia on the productpackage(Attorneys General

petition at 5-6). CSPI is concerned that this ‘allergen insignia Will :ove'rshadow other important

nutritional and health information on the food label .2

IIi. Statement of Faétu?ﬁl %Gr’ou‘n‘ds'
The Attorneys General petition, at pp; 14-23, coxﬁpi;éhensively éets fortH the faéfual bésis
for the requested amendments to the FDA’s regulations. The facts set forth in that petition
support beyond dispute FDA’s own conclusion that the Qndéclared presence of food allergens is

a serious public health issue. CSPI supplements that statement of facts as follows.

2 At the August 13, 2001, public hearing on alIeréjé’nﬁ, it was suggested that some of the
current specific food standard regulations, 21 C.F.R. §§ 130 et seq., would have to be amended
to comply with a requirement that allergens be declared using their common names (tr. 60-61).
There is, however, a general requirement that the ingredients for these standardized foods be
labeled in accordance with the general food labeling regulations set forth in 21 C.F.R. Part 101. -
21 C.F.R. § 130.3(¢). This general requirement is repeated for specific products that containan
allergen, such as macaroni products, 21 C.F.R. § 139.110(g), or mayonnaise, 21 CFR§
169.140(f). Thus, the requested changes to part 101 will extend to these standardized foods.

; 2 On July 26, 2001, CSPI submitted a separate citizens petition to FDA regarding the
establishment of format requirements for ingredient lists. In that petition, CSPI discussed the
relevance of ingredient labeling to the problem of food allergens and urged the adoption of more
readable ingredient lists. We incorporate that petition by reference.
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fish; (5) soybeans (6) crustacea (7) tree nuts,

Food allerg1es are a serlous public health threat for e reasons. Frrst there is e
currently no medlcal treatment available to prevent allerg1ctreact10ns to food The only |
method to manage a food allergy is str1ctly to avord the of endmg food. 66 Fed Reg
38591-92 (July 25, 2001) And some current labehng requrrements prevent consumersw:‘f‘;f S
with food allergies from identifying the foods they need to avord o
Second, the react1on to food allergens can be extremely severe. Some 1nd1v1duals_
with food allergies run a high nsk of sufferlng a severe allerglc reaction known as

anaphylaxrs Anaphylaxis i isa sw1ft and v101ent reactlon that srmultaneously affects

various organ systems, including the skin, upper and lower respxratory system,
cardlovascular system, eye, uterus and bladder. Death can occur even if epmephnne is ’, :

admmrstered w1th1n m1nutes ¢ -~ And, indeed, as many as 150 Americans per year d1e asa .

4 Raymond Formanek “Food Allerg1es When Food Becom
Consumer Magazine, July-August 2001 (on-hne at http //www fda gov/fdca/features/
2001/401_food. html. ) :

Sl | S
‘6. Allan Bock, M.D., Anne Munoz-Furlong, and Hugh A. Sampson, M.D., “Fatalities
Due to Anaphylactic Reactlons to Foods,” 107 J. Allergy Clin Immunology 1: 191- 193 (2001) at
192.




severe reactlon is mrmmal For example consumptlon of as llttle as one-ﬁﬂh to one fi

thousandth of a teaspoon of an allergemc food can cause death Thus, what may appear
to be an insignificant amount of a food substance to a non-allerglc 1nd1v1dual isin fact a

potentially fatal measure of the substance for someone who is allergic. Th1s d1screpancy

v : r —k or the parent of an allergy .
sufferer — cannot rely on the subJective dete@matron of a non—allergy sufferer asto |
whether a particular substance is included in a food. Labeling provides an obj ective
measure that enables the consumer to identify when a foodkhas any amount of that
substance, no matter how apparently insigniﬁcant to the untrained eye or palate.

Fourth, allergic reactions to food can occur in a' variety of situations —in o
restaurants, other public eating places nerghbors homes and schools as well as at home B
Without proper vrgilance on the part of both consumers who have food allergles and
those who prepare food food-induced anaphylaxrs can strike at any trme andina w1de
‘range of settings. |

Fifth, food allergens are often inadvertently added to non-allergenic foods through_ ’ -
“cross-contamination,” which occurs when allergenic substances migrate from

equipment, utensils, and packaging material into foods that are intended to be allergen- “

z Formanek, supra n.4.
8 Audrey T. Hingley, “Food Allergies: Rare but Rlsky,” FDA Consumer Magazme
December 1993, at pp. 27-31. See also Hourihane JO’B et al., “An evaluation of the sensitivity

of subjects with peanut allergy to very low doses of peanut protein: a randomized, double-blind,
placebo-controlled food challenge study,” J. Allergy Clin. Immunology 1997; 100:596-600.
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allergen—free And becaus

very small amount of a food allergen is sufﬁcrent to cause a

reaction, even the most 1n01dental degree of cross-

not enough to address the problem of food allergens through labehng, Wthh 1s 1nten ed
to identify for consumers foods that intentionally contam allergens. Protection against

the inadvertent introduction of allergens into foods is also necessary.

IV.  Statement of Legal érounds
The facts olearly demonstrate that the problem ot food allergens requires an aggressiVe
response on the part of the FDA. Itis equally clear that FDA has authority under the FFDCA to
require the label declaration of food allergens and to estabhsh GMPs de51gned to av01d cross-

contamination.

A. The FFDCA Confers Broad Authority on FDA to Effectuate the Important Public Policy
Goals of the Statute. B , o

The general purpose of the FFDCA (21 U.S.C. § 301, et seq.) is to “protect unwary
customers in vital matters of health . . . .” United States v. 216 Cartoned Bottles, More or Less,
of .. . Sudden Change, 409 F.2d 734, 741 (2d Cir. 1969). G1ven the Act’s broad remedlal

purpose, courts have construed the statute liberally. Umted States v. An Article of Drug '.

Bacto-Unidisk, 394 U.S. 784, 798 ( 1 969) (applylng “the well-accepted prmcrple that remedlal B |

Fred R. Shank Ph.D., “Label Declaration of Allergemc Substances in Foods,” FDA
Notice to Manufacturers (June 10 1996) (“FDA Notice™), at 3.




U S.C. § 371(a)), and thls reg

rlty, too, is

Fragrance Ass n V. Schmzdr 409 F Supp 57 64 (D D C 1976) (upholdlng FDA Comm1s51oner s

authority to requn'e warnlng statements on aerosohzed , drug, and cosmet1c products)

Finally, in evaluatmg the exercrse of FDA s regulatory authonty, courts accord great deference .

to the Agency’s decmlons espec1a11y where they 1mphcate the evaluatlon of sc1ent1fic data

within the Agency’s techmcal expertlse Internatzonal F abrzcare Inst V. U S EPA 972 F.2d

384, 389 (D C. Cir. 1992). See also Commumty Nutrmon Instztute v. Young, 476 U.S. 974, 981-

82 (1986) (noting that “the FDA has been delegated broad dlscretron by Congress in any number

of areas” and deferring to Agency expertlsc)

B. The Agency May Regulre the Declarat1on of Allergemc Substances on Ingredlent Labels
Several provrslons of the FFDCA prov1de FDA w1th authority to require the labeling of

allergenic foods in order to effectuate the statute’s goal of protecting the public health. These are

discussed below.

1.  FDA May Regulre Labehng Pursuant to its Authonty to Enforce the Prohibition
on Mrsbranded Foods in Sectron 403(a) of the FFDCA

The F F DCA prohlbrts the mtroductlon 1nto mterstate commerce of any food or drug that

is mlsbranded (21 U S C § 33 l(a)) and as noted above FDA has broad authorlty to 1ssue

regulatrons to enforce thls prohlbltlon 21 U S C § 371(a) Th1s authonty perm1ts the Agency to" o

requlre the declaratlon of allergemc substances - mcludln (as dlscussed below in sectlon D

IV.B.3) spices, ﬂavorlngs, colors andk 1nc1dental” vaddyltry_e‘s -- on food labels.




“false or mrsleadrng” ifi 1t farls to reveal [materlal] facts . with respect to consequenc

may result from the use of the artrcle to whlch the labehng or advertlsmg relates Hunder such

condltrons of use as are customary or usua ”? The statut 'ould not be clearer the fallure ofa

food label to proyrde matenal mformatron regardmg the potentral adverse consequehces ;of e”atrngk‘

a food, no less than afﬁrmatlve mlsrepresentatlons can cause a food to be falsely or mrsleadlngly o
labeled, and therefore mrsbranded See Umted States v. 62 Packages of Marmola Prescrzptzon N
Tablets, 48 F.Supp. 878, 884 (W.D. Wrsc 1948) (“There 1s nothmg 1ndeﬁn1te or amblguous |
about [21 U.S.C. § 321(n)] ”) FDA has adhered to this unamb1guous language conﬁrmmg that

“afood label is misleading if it does not dlsclose consequences that may result from

consumption of the food.” 61 Fed Reg 48102 48106 (Seltember 12 1996) See also F denck; |

H. Degnah “The Food Label and the R1ght to Know ” 52 Food Drug L J 49 51 (1997) (notlng o

that “[t]he clear lmport of [21 U. S. C § 321(n)] .is that labehng may be mlsleadmg not only

because of what it says but because of what 1t fails to say and that FDA has cons1stently

“required declarations 1dent1fymg the presence of mgredlents possessmg the potentral to cause ’

adverse reactions in consumers with sensmvrtles to such mgredlents ”)

just

3

That a food label can € mis e of the bsence of materlal 1nformat10n

asif the label 1ncluded mcorrect mformatmn is of cours nsrstent Wlth the F FDCA S general o »

LN parallel provision’ concermng the false or misleacling labeling of drugs antl medilcal’ ' .
devices appears at 21 U.S.C. § 352(a). i :




Congress sought to stop when it enacted [the F F DCA] » Umted States v 4.

Pure Vegetable O, 961 F. 2d 808, 812 (9W clr"‘fi 992). FDA/'and the courts have recogmzed that |

these important pohcy goals requlrethe mcluszon of materlal 1nformat10n regardmg the

consequences of using a product no less than the excluszon of false information about the

- product, so that consumers have available all the mformatmn both positive and negatlve
necessary to inform their purchasmg dec151ons See Henley V. FDA 77F.3d 616 621 (2d C1r
1996) (noting that FDA construes 21 U S C § 321 (n) to mean that 1f consumers of oral
contraceptives are not fully 1nformed of the benefits anc‘l‘ I'ISkS in the use of such products, such
oral contraceptives are misbrandednnder the FF’DCA); VE Irons v United States, 244 F.2d 34,
40 (1* Cir. 1957) (whether label is “false or mlsleadmg” depends on its effect on consumers)

In the area of food safety, F DA rehes pnmanly on nutntlon and ingredient labeling,

rather than on warning labels, to alert “unwary customers” to the I‘lSkS of partlcular foods See

53 Fed. Reg. 51065, 51076-78 (December 19, 1988) (dlsclalmlng need for warnmg labels on

- foods contamlng sulfites i in hght of 1ngred1ent -labeling requlrement for sulﬁtes) The Agency |
- recognizes ingredient labehng to be. a partlcularly appropnate response where, as in the case of

foods containing allergenic substances, the use of certain lngredlents 1s potentially harmful to

only a subset of the entlre population. Id. at 51077 (“The agency has tradmonally rehed on

ingredient labeling of food as the best means of ensurlng that a subpopulatlon of sensitive |

individuals will be able to avoid certain food mgred1ents that are of no safety concern to the

general population.”) FDA’s rehance on 1ngred1ent labehng in the food-safety context makes it

10
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clearly W1thm the Agency s authonty to | 1ssue regula’uons t enforce the FFDCA’s rmsbrandmg
prohibition (21 U.S.C. § 371(a)) and therefore clearly WIthm its authorlty to requlre the

declaration of food allergens on lngredrent labels

2. The Agency May Require the Declaration of #;'Allerg' enic Substances P irsuant to
its Authority to Regulate Food Additi{fés”Uﬁder Section 4’09 of “the FF]DCA

Section 409 of the FFDCA governs the FDA’s authonty:to regulate the use of food

addmves Thts sectlon provrdes an alternatwe basxs for a requlrement that allergemc foods -

1nclud1ng (as dlscussed below) splces ﬂavormgs and 1nc1dental addlttves -- be declared on -

ingredient labels.

SubJect to certam exc«eptlons food addltlves are deﬁned in the FFDCA as any substance

that is a component of 0

th rw1se 1s expected to affect the c aractenstlcs o.‘ food | 21 U.S.

321(s). The elght allergens that are the focus of th1s petltlon often take the form of relatlvely

minor components of other foods and therefore quahfyk a ’Lthreshold as food adq 1t_1ves.

However, a food substance that othervmse meets the deﬁmt1on of “food add1t1ve in 21 U S C § e

321(s) is only deemed to be an add1t1ve subJect to FDA regulatlon if it is not “generally

R

B g e nt e+ o



§321(5). This

(dlscussmg leglslatlve hlstory of GRAS provrsrons) It 1s cntlcal however to recogmze that the

mere fact that a food has been in common use for a long penod of tlme is not sufﬁcrent in and of

itself to make that food GRAS Rather “common use i c%fo‘od merely descnbes:one forrn of |
ev1dence that may be 1ntroduced by a proponent for the purnose of meetlng the ultlmate standard,
which is whether the mgredrent is safe for human consumptron ? Id at 1389. |

The eight prmcrpal food allergens, no matter how long they have been in use as
‘ ’components of food, cannot meet that ultlmate standard. The evrdence is unequlvocal 29,000
people per year are rushed to hospital emergency rooms beeause of allergio'reaetions tofoods.l_l_
Studies place the number of “severe” reactions to these allergens at anywhere frorn 950 to2,500
per year. See Attorneys General petition at 14 (citing studiies)‘.‘ And, as noted earlier, 150
Americans per year are estimated to die as a result of these reactions. ‘.‘Itins generally reeogniZed
that GRAS requires a fairly high level of scientific consensus'.” Lars Noah and Richard Merrill,

“Starting from Scratch?: Reinventing the Food Additive Approval Process” 78 B U L Rev 329 ‘

352 (1998)) (“Nozh & Mertill”). See also Cutler v Hayes 818/1F 2 879 894 1 D.C. Clri 1987)

(“For a drug to be generally recogmzed as effectlve there must be expert consensus founded

upon substantlal ev1dence”) (mternal quotations, citations omltted) The only consensus that

U Bock, supran. 6 at 193,

12




' he safety of

additive].” 21 U S. C § 348(0)(1) Clearly,therefore 1f for
and forelgn selhng 1n thls country -- do not all voluntarlly mclude allergen 1nformat10n on food
labels, the Agency may (mdeed must) requlre the declaratlon of food allergens if those allergens
are to be kept on the market. | )

Even if food allergens have been accorded GRAS’ Status by FDA, and are therefore
currently exempted from the food additive regulatory process, FDA may still requlre label
information regarding these foods.

First, FDA has made clear that “InJew mformatmn may at any time require
reconsideration of the GRAS» status of a food ingredient.”: 21 C.F.R. § 170.30()). And 1ndeed
revocation of GRAS status is not extraordlnary See, e.g., Saccharm and its Salts; Removal ﬁom

Generally Recogmzed as Sa f¢, Lzst Provzszonal Regulatzon Rrescrzbzng Condztzons of Safe Use

36 Fed. Reg 12109 (June 25 1971) (proposmg to revoke saechann s GRAS status and substltute —

a provisional food addltlve regulatlon), Cyclamtc Aczd and Its Salts 34 F ed Reg 17063

L2 Sectlon 409(c) governs the Secretary s authority to issue regulations in response to a
food additive petition. 21 U.S.C. § 348(c) Section 409(d) g govems the Secretary’s authority to ,
issue on his or her own initiative regulations governing the use of food additives. 21 U.S.C. §
348(d).

13
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(Citing 21 C.F.R. § 170 30 ) Thus F DA could requlre a foody allergen to be declared on food

labels as a condition of that allergen s contlnued GRASA:status

In short, whether a particular food allergen is defeﬁnined tobea food additive under h
FFDCA section 409, or is entitled tc GRAS sta‘rus, FDAhas ample authcrity to regulate uses of
that allergen through the irnposition of labeling requirernents.

It should also be noted that just as FFDCA seCtic;nsﬁ409(c) and (d), governing food

additives, provide FDA with authority to regulate allergenlc substances, so too does section
' 721(b) of the FF DCA, a parallel prov1s1on governing color addltlves (21 US.C. § 379e(b))
None of the eight allergemc substances that are the focus of tlns petrtron is a color addmve but |

to the extent that FDA 1dent1ﬁes color add1t1ves that, by v1rtue of their allergemc qualltles

LB EDA need not 1ssue a regulatlon to remove a food substance from the GRAS hst but
need only publish notice in the Federal Reglster that a substance is not G d is a fi od
additive subject to regulatlon under FFDCA section 409. 21 U.S.C. '§348. See 21 CF.R. §
170.38. , ; ; ooen

12 See also Formanek supra. n. 4 (‘“The prevalence of food allergy is growing and
probably will continue along with all allerglc dlseases”’)(quotmg Dr. Robert A. Wood, director
of pediatric allergy clinic at Johns Hopkins Med1cal Inst1tut1ons)

14




additive Yellow Dye No.“S){. |

3. Ne1ther the Exern I fo
Section 403(1) N “Incidental Additive” Exception i
L1m1ts FDA’s Ab111tv to Requlre Declara1 1on of Food

SN

DA s Regn ati

1Fl

a. Splces Flavormgs and Colors Exemptlon o
Allergenic substances may appear in foods as splces ﬂavonngs or colors For example
“natural flavorings™ that contaln peanut ﬂour may be used in packaged soup and part1ally ‘ .
hydrated casein may be found in hot dogs.té Although sectlon 403(1) of the FFDCA generally o
food’s label, that section exempts from these reqmrements spices, flavorings, and colortngs,
which may be eollectively, rather than individually, deslgnated. 21 USC § 343(1) Clearly,
however, the exemption in section 403(i) does not 'precl’ucile FDA kfromrequiyring the declaratlon
under FFDCA section 403(a) of any spices, colors, or ﬂavorings, such as those contalning food

allergens, that cause adverse health effects in consumers of foods oontainlngthose ingredients.

Nor does section 403(i) preclude the Agency from requiring the declaration of allergens pursuant

13 For example, carmine or cochmeal extract (natural colormgs in popswles), saffron and
annatto colorings have been found to trigger allerglc reactions in some individuals. Baldwin JL,
Chou AH, Solomon WR, “Popsicle-induced anaphylaxis due to carmine dye allergy Amm
Allergy Asthma Immunol 1997;79:415-9. Lucas CD, Hallagan JB, Taylor SL. “The role of
natural color additives in food allergy.” 4dv Food Nutr Res 2001; 43:195-216. CSPI has
petitioned FDA to require labehng of carmme and cochmeal extract colormgs See CSPI
Petition, August 24, 1998, : : ;

16 McKenna C, Klontz KC, “Systemic allergic react1on following 1ngest10n of undeclared -
peanut flour in a peanut-sensitive woman,” Anr Asthma Imunol. 1997; 79:234-6; Gern JE, Yang
E, Evrard HM, Sampson HA, “Allergic reactlon to m1l-contammated non-da1ry products i New
Engl J Med 1991; 324:976-9.
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example, Agency regulatlons requ1re that

. Any monosodlum glutamate used as an 1ngred1ent in food be declared by 1ts common

or usual name, mono ” odlum’ glutamate ? 21 C F R § 101 22(h)(5)

¢ Any protein hydrolysate used in foods for its effect on flavor be declared by 1ts
spec1ﬁc or common name, not simply de31gnated as “ﬂavor or “ﬂavormg » 22
C.F.R.§ 101. 22(‘h)(7) o |

e All ingredients, 1nclud1ng splces flavorings, and colonngs contamed in foods that \ |
purport to be hypoallergemc be declared. 21 C F R. § 105 62

° All ingredients, 1nclud1ng spices, flavorings, and colormgs contamed in foods that -
purport to be for infant use be declared. 21 C F R. § 105.65. o

* The coloring additive Yellow Dye No. 5 be deelared. 2ICFR.§ k74.70:’5’(d)(2)’. l " N

In requiring ingredient labeling of certain spices, flavorings, and colorings

notwithstanding the section 403(1) labehng exemption, F DA has recogmzed that section 403(a)

409, and 721, on one hand, and 403(1) on the other complement one another Itis prec1sely

color additives that it is gene‘r'ally acceptable to eXempt spiees, ﬂavorings,'and colors from’

coverage under 403(i).
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needlessly_ comphcated. The rAgﬂency also ‘n’oted, houre

public health or'other reasons to Mreq'uire the label declaration of any“food‘iﬁgréai‘eiit

exempt from requxred label declaration, the agency can estabhsh such a requrrement as 1t has o

done for flavorings, colorings, and splces when used i in 1nfant foods and hypoallergemc foods -

and for the color additive FD&C Yellow No 5 when used in, foods generally » 56 Fed Reg
28592, 28595 (June 21, 1991). See also FDA Notice at 2 (“[o]n a substance-by substance basis,
the agency has requlred 1ngred1er1ts covered by th_e [403 (1)] exem’ptlonq to/be ‘declared ywheu
necessary to protect individuals who experience adverse reactions to the substance . . .”). Even
the food industry, which opposes a general repeal of the; spices,,ﬂavorings, and colors e;ﬁcer;iption,
has “acknowledged that it would be 'appropriate to requn'ethe label ‘declaration of a speclﬁc "
flavoring, coloring, or spice when public health concerns Justlfy sucha requirement.’; 56 Fed -
Reg. at 28594-95 (June 21, 1991).
That FDA may require the declaration of food allergens notwithstanding the exemptlon in
section 403(i) is thoroughly consistent with established rules of statutory construction, and vnth o
the purpose of the FFDCA. Because sections 403(a), 403 (1) 409, and 721 of the FFDCA are all o

part of the same statute, they must be together SO as 1o glve effect to the construed FFDCA’

overall purpose. In Re Graven, 936 F.2d 378 (S‘h Clr 1991) (1nterpret1ng potentlally conﬂlctmg ’ | B o

provisions of Bankruptcy Code w1th an 1 eye toward the overall purposes of the Code) Crandon v,
United States, 494 U.S. 152, 158 (1990) (statutory constructlon requlres exammatlon of “the |

design of the statute as a whole and . . . its object and polrcy. ). The overall purpose of the
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spices, ﬂavonngs or colonngs that have been proven to be dangerous to srgmﬁcant segments of

the public.

As noted above, the Agency has already acknowledged that the undeclared presence of

allergens in foods i 1s a serious pubhc health 1ssue 66 F ed Reg at 38592 The basrc purposes

and policy goals of the FFDCA would be completely frustrated 1f the exemptlon in sectton 403(r) |
were permitted to prevent FDA from addressmg this i 1ssue. That exemptlon presents no
impediment whatsoever to FDA's ablhty to requ1re labelmg of such add1t1ves where, as here, the
public health demands it.
b. Incidental Additives Exemption

Nor does the labeling exemptlon for mcrdental addmves” (2l C F R § 101. 100(a)(3))
pose an obstacle to an allergen labehng requirement. Thrs regulatory exemptlon -- whrch has no |
statutory basis -- requires that the additive be present in the food at 1n31gn1ﬁcant levels zd and |

as FDA has recognized, “[c]learly, an amount of a substance that may cause an adverse reaction

is not insignificant.” See FDA Notlce at2; FDA Statement of Pollcy for Labehng and
Preventing Cross-Contact of Common Food Allergens Aprll 19 2001 (“Apnl 19 F DA

Compliance Policy Guide”). The Agency has ﬁlrther recogmzed that glven the small amounts of

a food allergen that are needed to trrgger a reactron “itis unhkely that such an allergen, when»lt N

is present in a food, can be present at an 1n51gn1ﬁcant level K Id
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promulgate‘.k See April l9kF'D'A Compliance Policy Guide (7]

allergens eligible for [the incidental additive] exemption.”).

In many cases, a food allergen addcd as an iﬁgredieht does have such an effect
does not qualify for the exemp’tibn. Sée FDA Notice at 1(n0
binder in breading used on a breaded fish productis not an incidental additive
CFR.§ 101.100(a)(3)).ll‘ -

C. FDA May Establish GMPs to Avoid Cross-Conta{minatiori of Non-Allef éﬁic Foods |

Pursuant to its AuthoﬁtY fb@ﬁfdféé‘thé Prohibitié
402 of e FFDCA.

Label declaration requirements for food allergens enable consumers :tbo' 1dent1fy foods that

are intended to contain allergenic substances. As discus?ggi,_in the krs»tgt/g:g}ggtﬁ:pf factual grounds,

however, the inadvertent inclusion of allergens in foods is also a serious problem, due to the

potential for “cross—contarnipation,”l-& Thus, the public health réquires FDA to estabhsh by

17 While food Kallergér:ls should i)feéumptivély be ineligible for the “incidental additive”
exemption, it is possible that the amount of an allergenin a particular food may be so
insignificant that that allergen will not cause any reaction in those circumstances. CSPI believes

.

that if a manufacturer can prove that the amount of an allergen in its product is below any

reasonable threshold for allergenicity, that allergen could be treated as an “incidental additive”

that is entitled to a regulatory exemption from labeling requirements. - *

18 pxamples of reactions due to qross—cqntamip

Y

suffering anaphylaxis due to milk protein in sorbet, and a regétm

gingersnap cookies. Laoprasert N, Wallen NF, Jones RT, Hefle S,L,iTaylo’r SL, “Anaphylaxis in

milk-allergic children following ingestion of lemon sqxlggfggpptqir‘;ing trace quantities of milk,” J '

Food Prot 1998;61;1522-4. Jones RT, Squillace DL, Yunginger JW, “Anaphylaxis in a milk-

allergic child after ingestion of milk-contaminated kosher-pareve-labeled ‘dairy ~free’ desert,”

Ann Allergy 1992;68:223-7. Kemp SF, Lockey RF, “Peanut anaphylaxis from food cross-

contamination,” JAMA 1996;275:1636-7.
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prov1des FDA Wlth ample authorlty to issue these GMPs Just as it provrdes the Agency w1th o

authority to require the label declaratlon of allergens
In addrtlon to bannlng the cuculatlon in 1nterstate commerce of “mlsbrande ” foods the

FFDCA also prohibits the 1ntroduct10n lnto 1nterstate commerce of foods that are “adulterated .

21 US.C. § 331(a). Section 402 (@) (4) ofthe FFDCA. (21 USC. §34 (a) (4)) deﬁnes R
“adulterated foods” to include foods “prepared packed or held under insanitary COIldlthIlS
whereby [they] may have . been rendered injurious to health ” FDA has recogmzed that foods
containing allergens inadvertently introduced through cross-contammatlon may be considered
“adulteratedf under section 402. 66 Fed. Reg. 398591, 38592—93 (July 25, 2001); April 1»9 F DA
Compliance Policy Guide. Moreover, the FFDCA clearljr permits the use by FDA of GMPs asa
benchmark for determining whether a food product was manufactured in 1nsan1tary condltlons,
and FDA has routinely exercised this authority. See, e.g., 21 CFR. § 110.5 (criteria for good

- manufacturing practices “shall apply in determining whether a food . . . has been prepared,'
packed, or held under insanitary conditions . . . whereby 1t rn‘ay have been rendered injnrious to
health™). The current GMPs do not address the problem of food allergens However it is clear

that F DA has the authority to adopt GMPs to prevent cross—contammatlon of non—allergemc

foods and thereby to enforce the prohlbltlon of adulterated foods found in the FFDCA

12 Asnoted below, however, “may contain” labeling may be appropriate where GMPs
alone cannot ensure lack of cross-contamination. B .

20




to the extent that a food retams 1ts GRAS status F DA ma 1mp

of continued GRAS status 21 C F R § 370 130()) Just as such regulatlons could mclud >
labeling requlrements they may also set forth GMPs to prevent the 1nadvertent 1ntroduct10n of
allergenic foods 1nto non-allergemc foods o

Of course rehance on GMPs presumes that a manufacturer through the ’use of the k ;
prescribed practices, can prevent the 1nadvertent 1ntroductlon of allergens into foods CSPI
recognizes, however that under some 01rcumstances it may be impossible for a manufacturer to
ensure lack of cross-contamination. Under those circumstances, advisory or “may contain”
labeling serves to warn consumers of thel possibility that an allergen may have been introduced
inadvertently into a food. “May contain” labeling, howeYer,‘ should not serve as a substitute fOr
- GMPs when the latter may safely guarantee no cross-co‘rl;tamination. | Rather, it is only when
GMPs are unable to prevent cross-contamination that these ”“may contain” labeling requirements

are appropriate, indeed essential.

V. Conclusions and Recommendations
In light of the overwhelming evidence that food allergens pose substant1a1 health rlsks to ‘
millions of Amerlcans CSPI urges F DA to estabhsh at th?' earhest p0531ble date requlrements for
the label declaratton of the eight prmc1pal food allergens CSPI also urges the Agency to -
establish GMPs and “may contain” labellng to address the problem of inadvertent cross-

contamination by allergens of non-allergenic foods.
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’ PI believes t

impact.

VIL. Economlc Impact

No state‘rnentwqf utheﬁeeenomic inipaet of the requested rev1s10ns to the rules is presented

because none has been requested by fhe"'éemm1ss1oner.3—§

VIIL Certification
The undersigned certify that, to their best knowledge and belief, this petition includes all
information and views on which the petitioner relies, and that it includes representative data and

information known to the petitioner which are unfavorable to the petmon

Respectfully submitted,

- | ke 8.
William B. Schultz
Carlos T. Angulo
Zuckerman Spaeder LLP
, 1201 Connecticut Avenue, N. w.
Washmgton, D C 20036 ‘

! Attorneys for Center for Sc1ence in the Pubhc Interest -

Dated: October 4, 2001

291 CFR. § 1030(b).
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