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Re: Citizen Petition Requesting FDA to Enforce Ban on Carbon Monoxide Gas in
Fresh Tuna Packaging

Dear Sir/Madam:

The attached Citizen Petition is submitted by EnviroWatch, Inc a non-profit 501(C)(3)
organization committed to putting an end to environmental injustice by way of investigating
and exposing environmental degradation, habitat destruction, poaching, clear cutting,
pollution, animal cruelty, and government waste and abuse. This Citizen Petition requests
that the FDA take immediate action to enforce a ban on carbon monoxide in the packaging of
fresh tuna and fresh tuna that is subsequently frozen, and specifically, to terminate the
agency’s unlawful acceptance of the Generally Recognized As Safe (“GRAS”) notifications
submitted by Hawai'i International Seafood, Inc. (GRAS Notice (GRN) No. 000015).

The ban requested by this Citizen Petition is necessary to prevent serious food safety
harms to the public, and preserve consumer confidence in the safety and integrity of the U.S.
tuna supply. Moreover, the FDA is obligated to enforce the ban requested under the Federal
Food, Drug and Cosmetic Act and current FDA regulations, as a matter of law.

The use of carbon monoxide gas in the packaging of fresh tuna and fresh tuna that is
subsequently frozen produces an artificially-enhanced intense, persistent, unnatural red color
in tuna that to the naive consumer can simulate the look of fresh tuna and mask the natural
signs of aging and spoilage that consumers depend upon in making safe food choices,
including browning and tell-tale odors. Consumers have no way to tell the difference between
tuna packaged with carbon monoxide gas that may merely look fresh and safe, and genuinely
fresh and wholesome tuna. As a result, carbon monoxide presents serious consumer
deception and food safety risks which jeopardize the public health.
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~ As set forth more fully in he at’sa”l ed szen Petmon Envm:)Watch Inc urges. the
'FDA to take immediate action to orcé he requested ban on carbon monoxide in fresh tuna
packagmg, including by wzthdra mg;the agency s unlawfully 1ssued acccptanoe letters: fo:r the
above noted GRAS notnﬁcat:ons i : o
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CITIZEN PETITION
A. Action Requested

This Citizen Petition is submitted by EnviroWatch, Inc. (“EnviroWatch’) under
Sections 201, 402, 403, 409, and 721 of the Food, Drug, and Cosmetic Act (“FDCA” or
“the Act”) and Section 10.30 of the Food and Drug Administration’s (“FDA”)
implementing regulations. EnviroWatch is a non-profit 501(C)(3) organization
committed to putting an end to environmental injustice by way of investigating and
exposing environmental degradation, habitat destruction, poaching, clear cutting,
pollution, animal cruelty, and government waste and abuse. By this Citizen’s Petition,
EnviroWatch requests that the FDA take immediate action to prohibit the use of carbon
monoxide in the packaging of fresh tuna and fresh tuna that is subsequently frozen,
including to terminate the agency’s unlawful responses to the Generally Recognized as
Safe (“GRAS?”) notification submitted by Hawai'i International Seafood, Inc. (“Hawai'i
International”’), GRAS Notice (GRN) No. 000015, and taking all such further actions as
are necessary to effectively implement and enforce an immediate ban on carbon
monoxide in fresh tuna and fresh tuna subsequently frozen, in coordination with USDA
Food Safety and Inspection Services (“FSIS”). EnviroWatch advocates the actions
requested to prevent serious harm to public health and consumer confidence in the
integrity of the U.S. tuna supply. |

B. Statement of Grounds
1. Havx{ai'i International Seafood, Inc.

The FDA has failed to objdct to a GRAS notification for the unlawful use of
carbon monoxide to impart color to frozen tuna products. On March 10, 2000, the FDA



responded to a GRAS nonﬁcatzfm subm '"tted on behalf of Hawai'i Intematlonal Seafood, b  \ ’
informing the FDA of its GRAS deten

txon for the use of carbon monoxide gasto’
displace oxygen in fresh tuna :

expressly recognizes that the functlonal] purpose of the carbon monoxide gas is to :
' preserve the taste, aroma, texture and color of the frozen seafood ke ‘

| 2':. ~ Su mary of Argumcnt
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subsequently frozen mcludmg byﬁ withdr:
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! Letter from Jamce E. Ohver Deputy Dlr
Hahn, Hogan & Hartson (March 10, 2006
“available at http:/seafood. ucdavis. edu/ Ui
221 U.S.C. 201, 348, and 379(e)

21 U.S.C. 342(a), (b)(3) (4), and 601(m)’

equenﬂy frozen. The FDA “no objectlon” letter Fon



vregulat}ons

“and fresh tuna that is subseq

the agency has also drsregarded th} ; xphclt prohlbmon on thlS very use. in fresh tuna
under its own food addltwe regu ey

- Section 173. 350 of FDA regulatmns spemﬁes the condltxons‘ in Wthh carbon
monoxide can be safely used to drspla oxygen in foo "andb‘ eragepackagmg This
regulation authonzes the use of carbon monoxide for all fo ages at levels up
to 4.5 percent mcludmg in tuna pred S, with the sole exc a {arbon monox1de S
is categorically prohibited for such use in “fre is well established
that the specification prohlbmng C reqmred under the
amty of carbon

notlﬁcatlons constltutes unl
(“APA”) The FDA’: 'S Age‘

‘ lanon of the FDCA
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tratwe law that

r discretion to ignore

As FDA has pro ,
prohibition against the use of

“21 CFR. 173 350(b)(1)
S21C. F 173 350(c)

8 SeeSU S.C.§ 706(2).

7 See 5 U S. C 3 706(2)(C) & (D)(empowenng ccaurts to find unlawful any agency act;ons in excess of
statutory limitations or w1thout observance of pmcedures requlred by }aw) ' : «

® Bennett v. Spear, 520 U.S. 154 172 (199

? See, e.g., Mine Reclamatzon Corp v, ER F,Sd 1519 1524 (D C.Cir. 1994)(characterlzmg the -
well-sett]ed rule that an agency s fallure 115) foliow 1ts own regulanons is fatal to the devrant acnon”)




'FDA’s failure to object to the Hawax i Irzternatxonal GRAS notlﬁcatlon is unlawful under
the APA. : i e : ,

In view of the senous publac health issues presented and the reqmrements of the
FDCA and APA, the FDA has no Iega} authorxty to permit thc use of carbon monoxide in

fresh tuna and fresh tuna that i is subsequently frozen, and the ’s un}awful responses -
kto the Hawai't Intematlonal GRAS notlﬁcatlon must be t, rmine Aedi 1mmedlately

3o App]lcable Legal Standards s

- 1ing the Ing;rediém‘siy

: a Reguiatory Framewo , ;
L athatls Subs'equently'

of Fresh Tuna and Fr

F MIA

Under the FDCA, the FDA has autherlty forvmak' :

determmatmns concernmg mgrechent ntended for use in
is subsequently frozen 0 The F SIS “S

frozen products may mclude oniy thos ; mgtedmnts that ]

pressly authonzed 2

n in fresh tunaand
lority, or give the

Under well estabhshed FSIS pohcy, mgredxents tha fun
fresh tuna that is subsequently frozen to conceal damage o1

10 See 65 Fed. VReg 3330

M See Guldance on the Procedures for Jomt Food Safety and Inspectwn Servxce (FSIS) and Food and Drug
Admmlstratlon (FDA) Approval of Ingredlents and Sources of Radiation Used in the Production of Meat
and Poultry Products,” avallable at m // ,w.‘fsw.‘usda_' ov/OPPDh/rdad/F RPubs/OO«OZZN/ADDrovalof
Ingredients.htm. : SR s o

29 CFR.424.21.




“additives in fresh tuna and fres 8

ingredient may lawfully be used mder such condltmns WI;;: out

- purposes, the FDA must prcmu!gate
~conditions of color addltwe use..

appearance the product is better or of greater value than is the case is prohibited."”
Consistent with this policy, FSIS et' nl has declined to authorize the use of color

na; ha s subsequenﬂy frozen but also has lssued rules
explicitly prohlbmng such uqe e

: Under FDCA requxrements, food mgredlents that consnmte elther “food
addmves “color additives” are pmhlblted mcludmg m-fres a..cal'id‘ffresh ‘tuna that
is subsequently frozen, except where the FDA has determi gredient to be safe
u’ndet the conditions of intended wseand?}_hasfperngate s authorizing such

* Food ingredients that are established to't ' nditions of intended
use are excluded from the FDCA premarket clearance req~ ements that apply to "food
additives" but not from those that apply to "color additiv ieans that, for a food.
1ngred1ent that is established to befGRAS under certain condi fuse, the food
: thenzmg food
¢ ingredient to be used fo color additive
, atwns hstmg the food mgredxent for spec:ﬁed

additive regulation. In contrast, for the

“arbon Monoxide in Fresh
s Sub :quenﬂy Frozen

“ Tun;.a and Fresh Tuna thatf»

a. Carbon Monoxzde Con )s'; an,Unapproved*Cok)r:
Addmve : S ~ i

~ Under FDCA section 721~ii adopted under the Color A di "e Amendments of
1960, color additives are prohxbl g 5e 1 ' e deﬁned condltxons
of use spec:ﬁed in by FDA regu di

Section 201(t)(1) of the
made by a process of synthesus
ﬁnal change of identity, ...

s céapable (alone or through feact:on Wlth other substa,
»l ’ ’

¢ ) of: 'partmg cclor thereto

B See, eg,ZIUSC 6()1(m) 9LFR 42423 e
" 21 U.S.C. 348 (requiring FDA premarket appmval of food add:tlves ] :
and authorizing such approval only where ther éreasenab]e certainty. th tance is not harmful
under the intended conditions of use); 1.8.C. 379(e) (reqmrmg “Dt premarket approval and hstmg of
color additives, and authorizing such g only where the substance 15 su1table and safe under the
condmons of mtended use) i ~ : '

‘ot food contact substances,

Y21 US.C.371e.

121 U.S.C. 321(5(1).




‘tissues mtended for use as humanvr ood (e.g mtensxﬁe Id
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ks and red in
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salmon fillets)."
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1 See, . 2. "‘Color Additives: FDA’s Ragulat s
Safety Magazine (October/November 2003)(“Ce
http://www. cfsan fda. gov/~dms/col—regu htmi

mpcctwcs reprm’,ted from Food

coloring on the skln surface) 21 C F R

extract in chicken feed as color ad‘
CF. R. 73 35 (regulatmg astaxanth

uphold the nitrite pnor sanctlon 45 F e
Rule). In contrast to the use of nitrite:
contrary, carbon monoxide obsoures
and safety when the natural colors would,

bon monomde 1§ not used to cure tuna To the
ion of tuna and gives the ¢ appearance of freshness
,ca, ; otherwxse ' .




~ oxygen to the tissues of living ammals 2 Just as the redne

~ browned color that consumers hk

additive definition, as a result of ,ac ns occumng w1th myogiobm The FDA stated
"nitrites 'impart’ color .. by eact g W substan e ?natura}ly present in the meat to-

form a third substance that,:gwes € mi ita reddzsh appearance ... The fact that the color

glven meat by mmtes 1s 51mﬂar t the natural color Of meat does not warrant the

”sh ktuna andv'f : sh tuna that is subsequently g
frozen 1mparts color to meat throk h che’ ical reactions w
occurring in tuna tissues. Myog ) Im ‘which occurs in the.
animals, is a blologlca] Oxygen can
related 2 ‘Like the hemoglobin in cir

a ng blood, /myO o

f méat 'cafy With
méis naturally w1th

degree to which hemoglobm 1S oxygen ;
the oxygenation of myoglobin. Asthe
oxygen under ambient conditions, ox
color indicative of fresh tuna. Over ti
reactions with oxygen, gradua ¢
color. As oxidation advan

relationship to the progressw

safctyfof ﬁesh meat decreases m
at color Eventuaﬂy, meat takes on the

unsafe to consume.

masked Carbon monoxtde bmd firmly to
bound more gently by oxygen, forr

oxymyoglobm resxsts the further reactlbns w1th oxygen that w: ld orrn metmyoglobm

! Letter from Donald Kennedy, Cornm:ssmner af Food and Drugs, to Wllham f,v'Schultz Pubhc szen :
nganon Group, at 12 (June 29, 1979) (Attach ‘ gnt 2). ¥
?2 44 Fed. Reg. 75659, 75660 (December 21, 1979)(Proposed Ru!e)

 Encyclopedia of Chemlcal Technolﬁ‘ 4 it 895 (4th Bd 1995)

2 Id., Vol. 16, at 765.




In thlS regard ‘carbon monox;de-x& c egencally different from antloxxdant color
preservatlves Wthh snnply 'nh h g nanon of myoglobm in meat, rather than

fendangers consumers by stubbom1y dxsp
Carboxymyoglobm nnparts a Sustalne ,

consumers otherw1se ,

b

Subsequent]
Requlremer
Section 721 (b)( 1) of th

a color additive for use in foo

otherwme result in mlsbrandmg )1
: provxslons operate both mdepende

food safely concems
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_,_,affe WIth respect to

Mor: ¢ ver the regulatery def' niti

2 21 U.S.C. 379(b)(1). |

251 U S.C 379e(b)(6)’ '

?’ 8. Report No. 86- 795 at4(I959)

% See H.R. Report No. 86-1761, at 25 (1960) (“House Report”)




color additives "means that there
certainty that no harm will res;

Neither the FDA nor the FS]
fresh tuna and fresh tuna that is su

use. T o the contrary, the ev;denee ; nmonomde in
: sequently frozen 5

: ‘ged' with oxygen~ e
wospheres that are the

dlsplacmg gases such the carbon monoxme—contammg mod
subjects of GRN 000015 W ; S

: The FDA has devoted a pomorx f ‘1ts Food Code ti he‘subject of reduced oxygen
packagmg ("ROP") The agency pr that 2

‘ veral miportant pathogens b

(41°- 3°F), at any stage durmg storage o
Baczllus cereus, Salmonella spp

Salmonella spp Campylobacter S}op and Bmcella Spp.,
time.” ;

- Of pafticul‘ar concern i’n:‘R( ' ? ‘ anszsterza .
monocytogenes The FDA emphas zes, _ ‘ e

If present C botuhnum could‘potentzally grow an

- packaged and held in ROP[ e
by ROP. Therefore, the fi D

acceptable. This is pa

do not produce tell-tz

deadly, foods held i m_ ]
: v1g11ance ' :

0 ; ,.,?{Beeause botuhsm 1S potentlally
.,ndmons ment regu]atory concem and '

%91 C.F.R.70.3(). , ~ y
* Food and Drug Admxmstranon, Food Code 544 (2005)(“110? [;redu‘
provzdes -an environment that contams httle or 1o’ oxygen raxses many

mlogxcai concems ).
' Id. at 546.
2 Id. at 547.

32 1d. at 548.

> environment, usually created
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vmonox1de and other ; gases to dls

-actual condmons of use.

: spoﬂage orgamsms that prov1de

carbon monoxide i in anaeroblc packagi_jﬂgufog fresh tuna and fresh tuna thatis
subsequently frozen. N [H gt Loe

The FDA observes that
n of potentially
refra gerators can be

: Of even greater concerh are consumer ha.ndhngpracnces:
"[Clonsumers often cannot, or do not; mamtam adequa e refrige
hazardous foods at home .;..,Unde the best of c1rcumstances ~
expected to range between 5° and 10" g The
temperature control has been emphas
subsequently frozen is packaged y
monoxide, the reality is that the neces.s, 'y y b
satlsﬁed under actual condltlons of use.

low-acid and acidified canned

Clostridium botulmum spores | DA 1mposes extenswe regulatlons

amculatmg the equlpment‘ controls, m' ufactur1ng,~ ocessm% and pa 'kmg procedures
: ' / ~ in response to

1 fresh tuna that is

has imposed no
whatsoever and has fallcd even to requlre labehng concem_”

It 1s dlfﬁcult to concelve of how the contro]s n_eces 4

nt efforts to

systems, however even crlte ria documented by regulatlon could not be sat:sﬁed under

¢ substantially
magmﬁed when carbon monox1de' 's mcluded among the -displacing gases. In
such packagmg systems, not onl : ic env it aerobic.
consumers are

> masks the

34 FDA Food Code supra note 31 at 550

”See21CFR 108,113, 114.

fety of »Modlﬁed Atmosphere Packagmg A Rev:ew ~Do
elay Signs of Spoilage?” 40 Food Technology 70-76
(December 1986), at 75 (“The presenc d;foods supports the growth of aerobic spoﬂage
orgamsms . In‘refrigerated. produ : ‘warning | by spoilage orgamsms is a critical safety
factor since 1t serves to. alen the consumef of temperature abuse ‘and‘ to prevent the consumptlon ofa

% See Hintlian, C.B. and Hotchklss, JH, ¢
Modified Atmospheres Enhance Pathogen

fperature :abuee in current tuna dzsmbutlon o



natural color change of meat due o aging and deceptively suggests freshness well past
the microbial shelflife of thc tuna . e R K0 e
It has been extenswely documen ;d that appearance most .notably, tuna color ~ 18
the pnmary consideration of cons& ne u : eshness. By
1mpartmg a color resembhng tha of I sh packagmg
deprives consumers of color cues that
not realize that tuna has spoxled w]f 1t
has acknowledged consumers ¢

posed when colorants mask the normaf sxgns of spoﬂage _

thle odor has been sugg st
packaged with carbon monoxxde 11
packaged tuna at the pomt of purchase to det

sxgna]s whﬂe allowmg other harm ul yet imy
even the FDA has warned of this significant sa
reduced oxygen packaging, cautior ing t
sxgmﬁcant because WIthout these e i mp

: _eshness cn}tena
tuna and fresh tuna

other than color or odor such as
that is subsequently frozen that i

and fresh tuna that is subsequent presents a senous pubhc health I'lSk because ‘
consumers will not be able to rel upo | thelr accustomed mdxcatxons of spoﬂage

rowth of facultauve .
cou}d result in the loss

product whlch may also contam pathogens Because anoxlc MAs c
anaerobes and/or obhgate organisms, packagmg of foods mo ,ge ex
of this safety factor.”) (Attachment 3).
¥ See Letter from Diane E. Thompson, AssocxateaCommlsswner £
LaHood, Feb. 13, 1998 , at 2 (“Consumers rely on the :

process that inhibits the development of the telltale sensory changes
decomposition or spoilage, such as the expectcd change in the color of es]
to_tuna products that are'toxic, but not 1dent1ﬁable as such ”) (Attachment 4)

Affairs, :to Hon.~Ray o
tateiof'freshness A
ompany :
m: mcreased exposure

** FDA Food Code, supra note 31,at 546

/ 1th ngh Hlstannne Levels” 2002 FDA Scxence Forum
n net/ahx/carbon monomde I“ htm (Attachment 5)

*? See L. Cruz, “Carbon 1Mon0x1def-Tre
Poster Abstracts, available at http:/ww




Fmally, it cannot be sazd that ceokmg the tuna wﬂ} kil any pathogens and thereby.
counter any potential safety'ns' he p
displacing modified -atmosphere resh :
peifringens, which, if present, can thrw in such anaeroblc atmospheres are umquely
dangerous in fresh tuna. because then" toxms are not destmyed by ceokmg 10

Gwen the record on consur
freshness the 1nh1b1tlon of ether en anol

09?1’»‘; theiharms of
tuna spollage FDA has pomted t harm wﬂili ‘r/‘esult_

from carbon monox:de in fresh tuna,an

therefore the FDA cannot satlsfy the st "‘uto‘ry cntena at secﬁon 72 I (b)( 1) for hstmg a
color addmve ‘ SN , ‘

- d. Carbon Monox1de m Fresh F]Sh Cannot Be Authonzed Under FDCA

e in fresh tuna and
food addxtxves
, condmens in Whlch g

fresh tuna that is subsequently froz ur
~ Under well-established FDA food addi

carbon monoxide may be used to dis
- useis expressly prohlblted in fresh tu
Section 173. 350 of FDA regulatmns pr
product gas, mcludmg carbon mone
paekagmg The regulatlon specifies
in accordance with deﬁned conditis udir _'g controls;tomsure that gases "falhng to

meet the specifications ... be prevented om’ reachmg the ’ood be ing ‘eated il The rule
- authorizes the use of carbon monoxide gas
by volume, prov1ded that it is used o
in oo 8

avax]able at http: //www fsxs usda gov/OA/educaQS-éi htm see htt //www A1 g}}tbac org/eeok facts. cfm

421 CFR.173. 350(a)

2 21 US.C. 348.




The FDA is not authori ed to purs ue. thls radical departure from lengstandmg
agency and FSIS pollcy prohibi : '

subsequently frozen vxa res:p@nse

must offer a reasoned explanatl
deemed arb1trary and capricious "if i
record so that its dec1510nmakmg path oF
demonstrate that the agency has con51 er

relevant factors On}y aﬁer pr mu}k

dlstmgulshed
eordmgly, under ~

! ‘fallv McLauglzlm 864
xplanatlon 2y

“ Department of the Navy v. FLRA, 962 F 2d 48,56 (D C.Cir. 1992 7
F.2d 868 872 (D.C. C1r I989)(“{d]1vergence frem agcncy precedent d

“ Chamber of. Argentme—Paraguayan Producers af Quebmncho Extract et aé’

.-j,ﬁ_ozder‘; '332;‘F.Supp.‘2d |
43,49 (D.D.C. 2004). G ,

“ Id. at 48.
21 U.8.C.321().

Y21 CFR. 173350,
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: 170 3(:t) general recognmon of safe,

or controversy about safety con

frozen behes any notlon ,
- qualified experts. ‘Moreover, a ,
: ’cannot be mamtamed n hght of the fact that t, e}fch,

ez Fed Reg 18938 (Aprll 17 l997)(see proposed 170 36(c)(4)(1)(C))

has been wid’ely challenged in th *

1allenged Un"t d "Stav s:and mtematlonally because of Its
capacity to mask sp;oilétge aﬂndﬁ i

sum er decepnon

Under the FDA's 1mp1emer

estabhshed as GRAS exther throu g‘ = e

’ ‘substance as a food _
e corroborated by

requires a substantlal lnstory of consumptlon for food us )
consumers. . L

- For a substance to quah e
safe under the conditions « 0
certainty in the minds of oo
mtended condltlons of use 4

safety of the substance for 1ts mtended us
GRAS standard mcludes two facets.‘

conclude t:hat there is consensus armon;
substance for its mtended use.”

’,5

provide a basis for expert consensu s about the saf

Plamly, the extenswely docu

al sr;.baimef or use motuna

48 21 C. F. R 170 30(b)

# 21 C. F R. 170 30(c) and 170 3(f)

% See FDA’s “Frequently Asked Questmns About GRAS” (December 2904 a’»vaxlable at S
http: //www cfsan fda. gov/~dms/ grasgu “;.h, iy :

52 Id. at 18942.

53 Id.

v”;:k:“1:4‘ -
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