


June 29, 1979

s Wllllam,B Schultz, Esqu;rep S e
= ~Public Cltlzen thlgatzenaerup? S
- Suite 700 : g

ol 2000 P Street, N W T
SR washington, D.C. 20036

L 'Bacon a Color Additive,
,99“0077., o

f - g Dear Hr. Schultz"

: This letter responds to the cit
with the Food and Drug Ag
1979, on behalf of five pet
Center for Science in the B er
iNutritzon Instztute,,Cland(a S{lve,man*
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I. Intrcductlon

- Your etltion asks thea"
. baconl/ are a "color ade
tion 201(t)(1l) of the Fed
- {"the Act”), 21 U.S.C. §32

g . be used in the productx“‘
A “have met the reguirem
. section 706 of the Ac

the Act but qual;fy for t :
.tive" deflnltxon for substance

potassium nitrate, sod.
We note, however, that

";d?p‘fcjﬁbcjf}: “
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Page Two -~ W1llxam B.
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used) solely for non-co ,,Vlﬂnpurposes. Your petitlon is
therefore denied. This matter w not. be ’ y resolved,
however, untll we comp te
This letter sets forthi

pP

nitrites "impart®™ color to b or wi
jstatutory definition of "c : ~
‘clude tentatlvely that ni T

tentatzve concln31ons.

II. «Dmscus51on

::‘by :,]your pe

The key factual issue raxse

color to bdcon.é.;f Ehe

"2/ Sectxon 201(t)(1)ga£

prov1des.

"(t)(l) The termkjcol
. whlch - .

- which the Secretary,
(or 1ntended to be u

1ng posxtlon that nztrltes '~w
*impart™” color. If our p 11m1
a result of comnents ec

as a "color addltmve"g ‘5
affected. e

',hanges as
+ the con-
y;regulated '
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’iattached to ‘this letter.

-, nitrites in bacon,é/ bututhe agency fe
L lzteral applicatzon af khe_,;

S N e P D i L S

thlnk color is ‘1mparted“

legal issues raised by yo
'(althaugh we have not fln‘ 
Acolor to bacon._ ' ‘

A substance that 1nparts,calor wh’“
”color addltlve P

exceptlon to the‘na
response to your p
exception to the "co
initiate rulemaklng
conclusxon as. to bacon ar
51tuated / .

'S

“The agency 'S dec1slon' *
consistent with, both the
tzvegAmenaments of 1960‘_

suggest, manufacturer

solaly tc

»nitrites 1n bacon a
 relevant respects a

"color addltlve”‘{an
'.regulatlon so excep

is for purposes} _ﬁ\ é@‘grxng. (A&I'Comment at

7).
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status of nltt;tes.» Alth”w
‘when added to bacon, the cle
ing nitrites to bacon (as r
accomplish it) is preservaﬁ'
(ppm} of nitrite is requirec
20992~ 5); only 10-30 Ppm is
‘noted, the agency assumes
turers desire the colori
- effect is an unavoidable re
preserve and is thus clearly
facturer uses nitr: o
- effect whether des )
currently uses nztrl;es so~”

“‘

[t X TR

Furthermore, nltrztes have;‘ijb
necessary for prese*vatzonf,7 ‘
approved by the United Stat
- (USDA) prlor to enactment
(FAA). in 1958. When Co gress
- such "prior sanctions 8 ex
stances from the deflnitﬂcn
201(3){4) cf the Act).;- e

- as nltrltes in bacan,\, t.
safety. The prior sanc‘i’
judicially recognized. 1
'al., Noo 78“1068 (D.-f .

An awareness of these £
tion of the "color a i
they are responsible. for
a literal approach would have
in bacon. If the statute wer
reguest, to reguire regulation

"color additive® {on the the
for non-coloring purposes),
snintended effect of comple
~ that Congress had reco
~the entire use of nitrit
ity of the clearly and*,bj
. able 'color additive” use
(2) the absnrd effect of 8
ppm) aspect of nltrlge_use

.
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'\Paga Five - ullllam B.

' predominant (120 Epm) aﬁPAJ

“FAA and CAA or with cound
>congressxonal purposes a d s 77
. such anomalous consequences,
' Congress had two spec1f

for a purpose or pu

-sive lists of color

‘tlon for generally reCu‘jf'“

'6/ It is not, of course,gia  1;5 ;’2$ : Qf{wﬁicb
"“these unintended outconm buld be p ut all -
.~ processed, red meat “pr _fwacessed';,f

. ham, etc.)., Larri L e ‘
7/ 1In addltxon to poz:t” ding odd conseguences fo "Wthe legali g

prlorwsanculoned.~ It s on
of these conseguences would
11tera1 1nterpretat10nio £

would comport with the cor

statute permits a reasonab
adopted.ﬁ/_‘

Caa, it adopted the broe
(qualzfled only by the'

"color additives™ f
U.S.C. §321(s)(3)):

teria of admlssabll*ty :
sions in the Act for coal

bhave a desmred colQr
’dld not intend to re
.poznt is dlscussed f

8/ See,‘w g., Unzted,s
‘Inc., 310 U.S. ¢
Hart, Jr. & A, ;
in the Making and Apglnc

(tent. ed 1958). i 5y
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. Second, the agency Wlll
'”subjectzv

»wanted to save the agency
late the colorlng use unde;
subjective judgments abou,
'partlcular dual—functlon §
lish some other purpose {
 substances from the defi
non*colorzng purpose).lg

_e 0f a S
o accomp-" :

The two lzmlted purpeses}fo
© "solely” are satlsfzed 7
201(t) (1) in this ¢

- sive lists of colo:
where nitrites are used,
needed for a co-orlng pu po
;subgect to llstJ

exceptihg‘xt“fromkthé

cclo} aéultlve“

S its deczslon‘not to regula‘
:Tadditlve” is based on tbb

9/ H. Rep. No. 1761, 86th (

objective was pa
- period between th
rAber 6, 1958) andg

;colors were regulatedk,g
established by the FRA.
thus had 1mportant prac_
fpurposes. ‘ :
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'Vcolor addltlve on the gr ;nd 1ha

J >ONg
- subjective judgments about

~.-1s clearly larger) than

"determine ... [wheth r a
. be used) solely for ap

that determination in am

- consequences, y, S ,_.ﬂ“”

‘except nztrltes in b~ Oh,,,

Page Seven - W1111am Bf”SChu tz, Esq.v

1

>

non~color1ng effect thatzxs clearly and obgect:vely prcaom1~

'd'to“accompllan
respect to

nant in terms of the amount of nitrites
it. That is, if nitrites are viewed sole
their preservative functl[;r\‘ t t
that functlon and t t is

the coloring effect
subjective determlna,_
agency to avoid. -

food processors can most?ef

tlon}. In determlnzng
ling, FDA need only conside
may lawfully be used {as
substance, or a prior-sa
colorzng purpose, Whe

201(t)(1) of the Act

u paae or7purpo'es
coloring.” The agency plainl Ot

congr9551onal purposes wi,,f“

itive" definition. - Congress
peculxar circumstance pr se__
is, a color—zmpartxng su_ ta

‘.’(‘.‘ :

)
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'~read llterally, thes=

. The regulation exceptlng t

A3/ In aédltlon to theséffoo&f

~C0ngre s and permltv'the age

Page Elght = Wllllam B.qsghﬁ‘ll‘"

sanctloned food addltmve~type use (pre‘”“
far exceeding that regu 1
effect. When a llteral ,
consequences Congress dld no
responsible admlnlstratlve :
reasonable interpretation th

131336 to
k‘duty of the

1t1es.uw That 1s what we

The agency has rejectad a ll‘k
"solely" in the past when n
anomalous, and obv1ously%,n,,
in §70.3(f) of its colo* add
70.3(f), the agency decl
cherrzes, green or. red

'Qcolate, and. Qrange Julce“*‘r
xed w;th other,focﬂsleven

subject to pre-market abpgf{,,,\ der sect
large number of other food ingredients (g.g., s wberrj
syrup, egg yolks, etc ) uhat ess ne
1 Se

nalogous tof
is an un»

avcldable 1nc1dent oF a/p* ‘

e

additive definition was proposed. wjrﬁ
ary 24, 1961)), and ot
ous, and heretofore
Additive Amendments ©

: cy's contemporane-
1nterpretat10n of the C@lor

'authorltles clted ln footbbte 8,

'ﬁg;r‘ed iént s-:sb'stantial |
nts, such ' ‘

whxcb are used prxmat;l'

have a desired and unavoid : cider olor]

effect, would become sul ct to "colox ditive"

regulatlon under a llteral readzng of-g_e?term :
solely. : ] , ; s :
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In supgort of your llteral in erpreuatzon of the iern'
,”solely, ) ' s

§70.3(g) of FDA s color additiv

70. 3(91.3.‘3/ That statene £ c‘

solely by FDA. Thls
that 1n the 1mmedlately

';certaln color-lmpartlng fo
despxte the obv1ous 1mport;;

,nltrltes in bacon), the a“
of the promulgatlon of £
for evzdence ©Of the. nanner
STO.B(Qi in the past.
ambles,ﬁ.. and to-catefwew

. visions. Moreover, we k‘"w o
"has been the baszs for,z ;

i'be used) solely for
‘colorzng, the mater

_."951«) and 28 CFR 643.9,
(June 22, 1963) PR P

B i

L
ol 173 s neogk Hicin s




iy

o o

‘amend or revoke it.

.'Protect the publiic healt

-tion would have any e

- ever the outcome of that‘rég

‘as we have noted, to infe
“through the CaA of the lp

: stand1ng the prlor sanct:an
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. Page Ten - Wllllam B. Schultz, Esq.

v1able hlotorlcal artl&awt (wh*ch should be amenaed or j,,[

no userul purpose, the ag

case (and

We regard our appllcatlon oﬁ the statute
e : a-e;not

color addltlves") as ccn“ : ge ;
rztles g,van it by
_Q$vtheapr10r sanctlon for~5

the Congress.f First, f;
pitrites in bacon, it i

nitrites in bacon. Alth
only a hypothetlca? legal

legal effect on the prior-sa
tive use of the substanrn

nitrites in bacon only twe

»16/ “One approach to 570 3 (g)

- §70.3(f) is to read
that appl;es cnl”V

of any decepkxve«u’ .

. "color additive" cal
‘coloring effect is ¢; a:
‘unavoidable incident of
effect., This appreach

exceptlons oranged 1n

does hbt reSul f1n70°¢eff
decelved when choco‘ate 3

I
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'",tools they need to d

: ;n“bacon;qn,the;previeidnae,~~

;III; Response to Conments :

~reach.

‘In addition, several COr;

. be preceded by’ notice and?comm:nt rulem

Page,Eleven = William;B .

Bsq.,,.~

the fooa supply.f-

food, con51stent thh t7

o ;botulzsm.:

by the respon51ble a

color aédxtlves, 1t 1s n@t n
in your petition concerning

FDA recelved twenty-seve Most of
the comments did not. de
issues posed by your px

dual preferences regardf*

of the meat 1ndustry.
ments. Their prlmary arg_

"impart” color to bacene"
has taken that position many yve
that, if nitrites are found to "impa
nevertheless be excepted D!
because they are used "p
colorlng purpose (i. e.,,p,
comments argued that a reve

KL

'*.v-:" r

B 3 ¢




",;rulemaklng proceedlng.

~."from th
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: Page Twelve = wllllam'B.

As noted (and explalned dr
tentat;vely that nitrite

with a substance naturally j

:etconcluded
by reactlng

_third substance that gives t
(Several comments from scie

tions of the chemlcal prorg"
coloring effect that are cc

the attached appendlx.)'

by nitrites is similar to th

warrant the conclus;on t
to "fix," rather than "

issues concerning whether
will be further addressed;

We have agreed with th'
“try comments that nitri
of section 201(t){l),
- differs. As noted in fo

1ptlon in
iven meat
\tﬁdoeshnot

the

‘accept

"AMI's assertion that col:

the use of nltrltee‘an baf;;_ ‘f};f~f

.;Iv., Sumna rx.kif

mean 1!11

As noted the agency
»maklng under sectlon 2_

V'Attachmgﬁt‘

a" effect of

e

j~conc1uded
~within the

exceptlon

to sub--

d and Drugs
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Appen61y~ ColOring Eﬁfé :
Meat.' e T R L e e G

 This app‘endiﬁ' a mcus ses the chemzca

, n1tr1tes 1mpart color to red meat, 1nc1u
The prlmary colorlng suikk“‘

Thls is the chemlcal moleculek,  *
is responszble for the trans
to and from the blood

the follow1ng phem;cqggst;ﬁ

el e e

03

P

B L

.
Furialgn o

. b ‘ﬁj"‘.‘f’a

AR




b

"\7 Myoglobln 1mparts a.purpllsh red color te:meat.
1ntensmty of ‘the col@r 1s dependent uponithé
of myoglobln.
such as a beef steak, 1s due ta the pre
myoglobln or oxymyoglebln.,
;atmosphere has replaced the water bound to ,hevhome complex

in myoglobxn, as fclle:vws‘i

Globin

N HZG

Hyoglobln ﬂ

>  '\\xﬂf: {*:
o e

N

The brlght red color of ﬁ

In thls cas

"76105$n@2f,

- Oxymyoglob:

»concentration"

cut meat,
‘ffoxygenatea,f

Lfen from the




: meat.

the T

1th nltrztes, hcwe'er,

ifric oxlae to

red

Be i ke
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Myoglﬁbin

mlbz ?to' | t-.'ha -

The dszerence between frerh mea

L

can ‘be sum—~
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o I-:yogloom
(pu"pllsh "'\:)

: :;NO"_

Nltrlc ex1c3e ryojlobm
' (red)

{}xzdc, o

4 Redxzct:mn + ’NO :

o

letrcsyl bemcctuone
 {pink) :

e g:ndaton

n obtained

ts, edited

, "’-?" ,

R

submltted as part o; tha c1t1‘ en.’ petx,trlcm' flled'?by' Mr.

Wllllam Schultz concernmg the‘ calor adch ve s;tatus of

nxtrltes J.n bacon ("‘Dh Docke** No. 79P--00?
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