Vista Chemical Company 900 Threadneedie P.O. Box 19029
Houston, Texas 77079 Houston, Texas 77224
(713) 588-3000 Fax (713) 588-323é6

TGG: JCL: ERT: MJH: AlO: RF
XF:

November 2, 1990

Mr. T. F. Ling

Betz PaperChem

7510 Bay Meadows Way
Jacksonville, Florida 32256-7591

Dear Mr. Ling:

This letter is in response to your request for information regarding
the status of Vista ALFONIC 1412-60, wunder 21 CFR 176.170 and
176.180.

Vista believes that this product is acceptable for use under these
two sections based on the prior sanction granted this product in 21
CFR 181.30, Appropriate pages from 21 CFR 181.30, 176.170 and
176.180 are attached. The prior sanction listing applicable to
ALFONIC 1412-60 is "Aliphatic Polyoxyethylene Ethers".

Sincerely,

Y/

Thomas G. Grumbles, C.I.H.
Manager Environmental Affairs

dlj
Attachment

ce: Mike Clark
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»se whatever limitation(s) or
.+ "7n(s) may be necessary for the
fe + of the Ingredient, or revoca-
n to prohibit use of the ingredient,
order to prevent the andulteration of
od {n violation of section 402 of the
t.

.d) In proposing, after a general
aluation of use of an ingredient, reg-
ations affirming the GRAS status of
bstances added directly to himan
od In Part 184 of this chapter or sub-
wnces in food-contact surfaces in
rt 188 of this chapter, or establish-
7 a Iood additive regulation for sub-
wces added directly to human food
Parts 172 and 173 of this chapter or
»d additives in food-contact surfaces

Parts 174, 175, 1768, 177, 178 and

79.45 of this chapter, the Commis-

ner shall, If he is aware of any prior
iction for use of the ingredient
der conditions different from those
>posed in the regulation, concur-
1tly propose a separate reguiation
vering such use of the ingredient
der this part. If the Commissioner
unasware of any such applicable
or sanction, the proposed regula-

n will so state and will require any

rson who intends to assert or rely on

'h sanction to submit proof of its
/itcnce. Any food mdditive or GRAS

‘stion promulgated after s gener-
tion of use of an ingredient

st. .es a determination that ex-
ded uses would result in adultera-

n of the food In violation of section

! of the Act. and the failure of any

'son to come forward with proof of

h an applicable prior sanction in re-

nse to a proposal will constitute a

ver of the right to assert or rely on

h sanction at any later time. The

ice will also constitute a proposal

establish a regulation under this

t. Incorporating the same provi-

18, in the event that such a regula-

1 1s determined to be appropriate as

»sult of submission of proof of such

applicable prior sanction in re-

nse to the proposal.

Food and Drug Administration, HHS

Subpart 8—Specific Prior-Sanctioned
Food Ingredients

§181.22 Certain substances employed in
the manufacture of food-packaging
materials.

Prior to the enactment of the food
additives amendment to the Federal
Food, Drug, and Cosmetic Act, sanc-
tions were granted for the usage of the
substances listed in §§ 181.23, 181.24,
181.25, 181.28, 181.27, 181.28, 181.29,
and 181.30 in the manufacture of
packaging materials. So used, these
substances are not considered ‘““food
additives” within the meaning of sec-
tion 201(s) of the Act, provided that
they are of good commercial grade, are
suitable for association with food, and
are used in accordance with good man-
ufacturing practice. For the purpose
of this subpart, good manufacturing
practice for food-packaging materials
includes the restriction that the quan-
tity of any of these substances which
becomes a component of food as a
result of use in food-packaging materi-
als shall not be intended to accomplish
any physieal or technical effect in the
food itself, shall be reduced to the
least amount reasonably possible, and
shall not exceed any limit specified in
this subpart.

{42 FR 56728, Oct, 28, 1877]

#181.23 Antimycotics.

Substances classified as antimyco-
tics, when migrating from food-pack-
aging material shall include:

Calcium proplonate.

Methylparaben {(methyl
zoate).

Propylparaben (propyl p-hydroxybenzoate).

Sodium henzoate.

Sodlum propionate.

Sorbic acid.

[42 FR 14638, Mar. 15, 1977 42 FR 56728,
Oct. 28, 1977}

p-hydroxyben-

§181.24 Antioxidants.

Substances classified as antloxi-
dants, when migrating from food-pack-
aging material (Jimit of addition to
food, 0.005 percent) shall include:

Butylated hydroxyanisole.
Butylated hydroxytoluene.
Dilaury] thiodipropionsate.
Distearyl thiodiproplonate.

Gum guaiac.
Nordihydrogualretic acid.

Propy! gsallate.

Thiodipropionic acid.
2,4.5-Trihydroxy butyrophenone.

(42 FR 14638, Mar. 15. 1977; 42 FR 56728,
Oct. 28, 1877)

§181.25 Driers.

Substances classified as driers, when

migrating from food-packaging materi-
al shall include:

Cobalt caprylate.
Cobalt linoleate.
Cobalt naphthenate,
Cobalt tallate.

Iron caprylate.

Iron linateate.

Iron naphthenate.
Iron tallate.
Manganese caprylate.
Meanganese linoleate.
Manganese naphthenate.
Manganese tallate,

(42 FR 14638, Mar. 15, 1977; 42 FR 58728,
Oct. 28, 1877)

§181.26 Drying oils as components of fin-
ished resins.

Substances classified as drying oils,
when migrating from food-packaging
material (as components of finished
resins) shall include:

Chinawood oil {tung oll).
Dehydrated castor ofl.
Linseed ofl.

Tall oil.

{42 FR 14638, Mar, 15, 1977; 42 FR 56728,
Oct. 28, 1977]

§181.27 Plasticizers.

Substances classified as plasticizers,
when migrating from food-packaging
material shall include:

Acetyl tributyl citrate.

Acetyl triethyl citrate.

p-teri-Butylphenyl salicylate.

Butyl stearate.

Butylphthalyl buty] glycolate.

Dibutyl sebacate,

Di-(2-ethylhexyl) phthalate (for foods of
high water content only).

Diethy! phthalate.

Diisobuty! adipate.

Diisooctyl phthalate (for foods of high
water content only).

Diphenyl-2-ethylhexy) phosphate,

Epoxidized soybean oil (iodine number max-
imum 6; and oxirane oxygen, minimum,
6.0 percent).
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§ 181,28

Ethylphthalyl ethyl glycolate.
CGilycerol monooleate.
Monolsoprapyl citrate.

Mono, di-, and tristeary! citrate,
Triacetin (glycerol triacetate).
Triethyl citrate.
3-(2-Xenolyl)-1,2-epoxypropane.

(42 FR 14638, Mar. 15, 1977; 42 FR 56728,
Oct. 28, 1977, as amended at 50 FR 48538,
Dee. 3, 1985]

$ 181.28 Release agents.

Substances classified as release
agents, when migrating from food-
packaging material shall include:

Dimethylpolysiloxane (substantially free
from hydrolyzable chloride and alkoxy
groups, no more than 18 percent loss in
weight after heating 4 hours at 200° C.;
viscosity 300 centisokes, 600 centisokes at
25" C, specific gravity 0.96 to 0.87 at 25° C,
refractive index 1.400 to 1.404 at 25" C).

Linoleamide (linoleic acid amide).

Qleamide (oleic acid amide).

Palmitamide (palmitic acid amide).

Stearamide (stearic acid amide).

(42 FR 14638, Mar, 15, 1977; 42 FR 56728,
Oct. 28, 19771

$181.29 Stabilizers.

Substances classified as stabilizers,
when migrating from food-packaging
material shall include:

Aluminum mona-, di-, and tristearate.

Ammonium citrate.

Ammonium potassium hydrogen phosphate.

Calclum glycerophosphate.

Caleium phosphate.

Calclum hydrogen phosphate.

Calcium oleate.

Calcium acetate.

Calcium carbonate.

Calcium ricinoleate.

Calclum stearate.

Disodlum hydrogen phosphate.

Magnesium glycerophosphate.

Magnesium stearste.

Magnesium phosphate.

Magnesium hydrogen phosphate.

Mono-, di-, and trisodium citrate.

Mone-, di-, and tripotassium citrate.

Potassium oleate.

Potassium stearate.

Sodium pyrophosphate.

Sodium stearate.

Sodium tetrapyrophosphate.

Stannous stearate (not to exceed 50 parts
per miliion tin as a migrant In finished
food),

Zinc orthophosphate (not to exceed 50 parts
?:;duuluon zinc as a migrant in finished

).

21 CFR Ch. | (4-1-88 Edition)

Zinc resinate (not to exceed 50 parts per
million zinc as a migrant tn finished food).

{42 FR 14638, Mar. 15, 1977; 42 FR 56728,
Oct. 28, 1877)

§181.30 Substances used in the manufac-

ture of paper and paperboard products
used in food packaging.

Substances used (n the manufacture
of paper and paperboard products
used in food packaging shall include:

Aliphatic polyoxyethylene ethers.”

1-Alkyl (Cy-C.0)3-amino-3-aminopropane
monoacetate,*

Borax or boric acid for use in adhesives,
sizes, and coatings.*

Butadiene-styrene copolymer.

Chromium complex of perfluoro-cctane sul-
fonyl glycine for use on paper and paper-
board which is waxed.*

Disodium cyanodithiolmidocarbamsate with
ethylene diamine and potassium N-methyl
dithiocarbamate and/or sodium 2-mercap-
tobenzothiazole (slimicides).*

Ethyl acrylate and methyl methacrylate co-
polymers of jtaconic acid or methacrylic
acid for use only on paper and paperboard
which is waxed.*

Hexamethylene tetramine as a setting agent
for protein, including casein.*

1-(2-Hydroxyethyl)-1-(4-chlorobutyl)-2-alkyl
(Ce-C,)y) Imidazolinfum chloride.*

Itaconic acid (polymerized).

Melamine formaldehyde polymer.

Methyl acrylate (polymerized).

Methyl ethers or mono-, di-, and tripropy-
lene glycol.*

Myristo chromic chloride complex.

Nitrocellulose.

Polyethylene glycol 400.

Polyvinyl acetate.

Potassium pentachlorophenate as a slime
control agent.*

Potassium trichlorophenate as a slime con-
trol agent.*

Resins from high and low viscosity polyvi-
nyl alcohol for fatty foods only.

Rubber hydrochloride.

Sodium pentachlorophenate as a slime coni-
trol agent.*

Sodium-trichlorophenate as a slime control
agent.*

Stearato-chromic chloride complex.

Titanium dioxide.*

Urea formaldehyde polymer.

Vinylidine chlorides (polymerized).

*‘Under the conditions of normal use,
these substances would not reasonably be
expected t0 migrate to food, based on avail-
able scientific information and data.
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§181.32 Acrylonitrile copolymers
resins.

(a) Acrylonitrile copolymers
resins listed in this section, cont
less than 30 percent acrylonitri:
complying with the requireme:
paragraph (b) of this section, n
safely used as follows:

(1) Films. () Acrylonitrile/t
ene/styrene copolymers—no r
tions.

{ii) Acrylonitrile/butadiene c
mers—no restrictions,

(i1} Acrylonitrile/butadiene ¢
mer blended with vinyl chlorid:
acetate (optional at level up to
cent by weight of the vinyl cl
resin) resin—for use only in ¢
with oleomargarine.

(iv) Acrylonitrile/styrene «
mer—no restrictions.

(2) Coatings. (i) Acrylonitrile
diene copolymer blended with
nyl chloride resins—for use o:
paper and paperboard in conta:
meats and lard,

(if) Polyvinyl chloride resin bt
with either acrylonitrile/butadi
polymer or acrylonitrile/bui
styrene copolymer mixed wit
prene, for use as components
veyor belts to be used with
fruits, vegetables, and fish.

(ili) Acrylonitrile/butadiene/:
copolymer—no restrictions.

(iv) Acrylonitrile/styrene
mer—no restrictions.

(3) Rigid and semirigid con
(1) Acrylonitrile/butadiene/sty:
polymer—for use only as pip
handling food products and for
ed-use articles intended to
food.

(il) Acrylonitrile/styrene r¢
restrictions.

(lii) Acrylonitrile/butadiene
mer blended with polyvinyl «
resin—for use only as extruded

(b) Limitations for acry
monomer extraction for finish
contact articles, determined t

the method of analysis title
Solid Chromatographic Proce:
Determining Acrylonitrile Mor
Acrylonitrile-Containing Polyn
Food-Simulating Solvents,” =
incorporated by reference. Co
avallable from the Division .
and Color Additives, Bureau ¢
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stances for Use Only
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6.120 Alkyl ketene dimers.
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P kg:)g’;onent of articles in s
- ?u:se in producing, mag;e y
or g, processing, :
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(e) The alkyl ke s
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176.130  Anti-offset sul

ed in DR
ubsmceﬁm 1
rﬁx (c) of this Secw,v

Food and Drug Adminlstration, HHS

used (o prevent the transfer of inks
employed n printing and decorating
paper and paperbosrd used for food
packaging in accardance with the pro-
vistons of this section:

(&) The substances are aApplied to the
nonfood contact, printed side of the
PAPET Or paperboard in an emount not
greater than that required to accom-
plish the technical effect nor greater
thanh any specific Ymitations, where
such are provided.

(b} Anti-otfset powders are prepared
from substances that are €enerally
recoghized as safe in food, substances
for which prior sanctions Or approvals
were granted and which are used {n ac-.
wrdance with the specific Provisions

of such sanction or approval, ang sub-
stances named in paragraph tc) of this
section.

(¢] The substances permitted are as
follows:

INCiss Chelating agents used in the
manufacture of paper ang Paperbonard,

e substances nameq in Paragraph
o this section may be safely nsed
S e manufacture of paper and pg.
d. in accordance with the con.

preseribed in baragraphs (b)
M) of this section:

s
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regulations.

shall contain ade
W Chelating agents: 04 fts

requirements of
(b} of this section,

§176.170 Com

may be safely

§ 16070

Or any combination of

(by Any one

the substances named is used or in.
tended for use ag chelating agents.

any specific

Hmitation, where such is provided.

§178.160 Chromium
N-ethyl-N—hep!ad
fony) glycine.

The chromium (Cr 1) complex at
N-ethyl - & . hep

(Cr 1D complex of
ecylfluoro-octane sul.

ex of heptadecylfiuoro.
octane sylfoni

used as p component of paper for
Packaging dry food when useqd in ac.
cordance with the following prescribed
conditions,

a) The food

MX1) The food-contact surface of
the paper is overcoated with a poly-
merie or resinous COAting at least -
mil in thickness, that meets the provi.
sion of § 176.170: or
(2} The treated paper forms one or
more plies of g paper in g muitiwal}
&nd is separated from the fgod by
at least one ply of backaging films or
Erease-resistant papers which serves ag
& functiongl er between the food
o0d. Such packaging
Of grease-resistant Papers con-
form with appropriate food additive
(¢} The labeling of the food additive
Quate directions for
use to insure Compliance with the
parggraphs (a) and

Ponents of paper and paper.
board in contact with agueous and
fatty foods.

Substances |

« Processing, prepar.
Ing, treating, packs

Ng, transporting, or

holding aqueous and fatty foods, Sub-

YV¥V 0060011398
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§ 176.170

ject to the provisions of thijs section.
Components of paper and Paperboard
in contact with dry food of the type
identified under Type VIII of Table )
in paragraph (c) of this section are
subject to the brovisions of § 176.180.
(a) Substances identified in para-
Eraph (axl1) through (5) of this see-
tion may be used ag Components of the
food-contact surface of papey and pa-

21 CFR Ch. | (4-1.99

available from manufget
from which it is possible tg ¢
that only substances iden

paragraph (a) are present tn
contact surface of such papey’ds
perboard. r

(1) Substances generally recog
as safe in food,

(2) Substances generally r
as safe for their intended use In
and paperboard products used tp food
packaging,

(3) Substances used in
with a prior sanction or approval,

(4) Substances that by regulaticn @
Parts 170 through 189 of this chaptes
may be safely useq without extractives
limitations ag components of the us-
coated or coated food-contact surface
of paper and Paperboard in contas
with aqueous or fatty food, subfect to
the provisions of such regulation.

(5) Substances identified in ths
paragraph, as follows:

ucts shatl be exempted from compli-
ance with the extractjves limitations
brescribed in paragraph ¢cj of this sec-
tion: Provided, That the components
of the food-contact surface consist en-
tirely of one or more of the substances
identified in this paragraph: 4nd pro-
vided further, That if the paper or pa-
perboard when extracted under the
conditions prescribed in paragraph (¢)
of this section €Xxceeds the limitations
on extractives contained in baragraph
(c) of this section, information shaj} be

Limitabons

.......... For use only as pofymasizaton catalyst.
Sopalymars can- | For use only as § retention ad emplayed priac to the s
formung operaton in the manufaciute of paper and pape-

Acrytamide-methachyiic 4

8ic anhydride
laitng not more than 0.2 percent ol ressdyaf acfylamice |
mmamnamgan-vemgemuogmoommotus! bomumwanunmmmtmeﬁw\odv_‘w"
. Solution Paparboald wi contan the additive at a level not in e
[ ofo.osperoombyweigmu!d.yﬁmmmmm

and paperboard

methyl | For use only as a ralenton ad and foccuiant empioyed pnot

Suttate copotymer rosing COMAINING Not more than 10 moiar I to the sheat-lorming operatian in the manutaciure of pape
percent of a-mmac:ylyiommwnmamvl-mmonum methyt ang paperbogrd,
suffate and contaning less than 0.2% of residunt acrylam.
e mnonomer,

Acrylonitrile potymer, reacton product with Sthylenediamine | For use onty as g sie Promoler and retention aid 4t 4 level
sultate having & niwogen content of 22 5-250 percent | not to exceed 08 Percent by weighl of the dry paper and
(Keidatf ory bawms) and containing no moie than 0.075 paperboard.
percent monamer as ethylepediaming. The finished resin in
§ 24 percent by weight agueous solution has a viscosity of
1.000-2,000 cantpoises at 25" C ay determined by LyT.
senes Hrookfieid viscomater using a No. 4 spingie at 50
T-R-M. {0r by other equivalent method).

lepo'ynmwrmsmm.rmammmw 1. Foruseontyncs&zingnmeﬁ-lapphedahmﬂwm‘

enediamine acetate, having & nitrogen content of 7,4-83 formng aperaton n the manufachae of paper and paper-

porcenl(Kietuwdrybams)nmconmmmmaoM bwdhsuchmmmnnhepapevw wh

0.25 percent monomer a5 sthylenediamine. contiin the addive at a level nat in excoss of .25 percent
andhhmp«wnm.

2 meowulstdwm!aﬁalnppﬁgdwmﬂ\awf'
lwungoparabmnmemnwmu-afpaperwdi’ﬂ”"

n Table 2 of
Paragraph (¢} of thes section
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0-Anthraquinone (Chamsc
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A Drug Administration, HHS
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Service Registry No. {
thar 98 porcent. |
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v akis[ (octadecyloxy) tort. .
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Alurminum
wfumina.

NN -Bisihydroxyothyfiauramide

ter,

§ 176.180

obtain the wax-,
eral oil
extracti
substituted for e In the ¢
paragraph (d)5)i) (@) an

form-soluble extracts
high melting waxes
greater than 170"
sary to dilute th
further so that &
will contain only 0.1
chloroform

(e) Acrylonitril
fied in this secti
the provisions of § 180,
e€xcept where the e
restricted to u
only of the t
grap
VIII.

142 FR 14554, Mar. 15, 1877}

NoTzE: For Feprray REGISTER of-
. See the List pf
he PFinding Aids

EDITORIAL
tatlons affe
Sections
section of this

percent and
~{ 2-(2.(2-Alkoxy(C,

fosuccinate.

Ammornwum mitrate

Blis{trichior

cting § 176.179
Affected in

betrolatum-, and min-
~corrected chloroform
ves residue (ee),

-soluble

This ee' is

quations in

d (8} of this

s (CAS Reg. No. 70983-
rCu) ethoxy) 8thoxy) ethyldisogiy,

males athylene once)
hydrolyzed (hyarolyzed

(melting point
F), it may be neces-
€ heptane solution
milliliter aliquot
-0.2 gram of the
-soluble extract, residue.)

obolymers are
Se in contact with food
ype identifieg
{c), Table 1 under

in para-
Category

55-0).
M sul- | For usq as g Pofymenzaton emulutier and latex emuision

and cakcium sahs of FD § C dyes on a substrate of

SOy profen isciate |
loro-2-hydraxypropy!- trimethy.

21 CFR Ch. | (4-1.28 w '

§176.180 Components of Paper and ;ﬁ, j

board in contaet with dry food.

turing, packing, brocessing, pre
treating, packaging, transporting, or
holding dry food of the type identiffead
in $176.170(c), Table 1, under Type
VIIL subject to the provisions of thig
section.

(a} The substances are used in
amounts not to exceed that required
to accomplish their intended bhysical
or technical effect, and are so used gz
to accomplish ng effect in food ather
than that ordinarily accomplished by
packaging.

(b} The substances bermitted to be
used include the following;

(1) Substances that by § 176.170 and
other applicable regulations in Party
170 through 189 of this chapter may
be safely used ag components of the
uncoated or coated food-contact sur-
{ace of paper ang Daperboard, subject
to the provisions of such regulation.

(2) Substances identified in the fol-
lowing list:

stabikzer at lovels not to exceed percant by waght of
total emuision solids

Celorant.

.| For use as prasarvatve in caatngs and sr2ings.
| FOU uSE ORly as & asorvative in paper <oauNg compositions

and Hmited 10 use af u level not 1o exceed 0.02 mg/in?
(©.0031 mg/emy of finished Paper and paperboard,

For usa only ag a coating adhesive, Pgmant structuring agent,
and fiber relention axg.

- Y mm"“c‘u\m ethyla t of
vun"':m‘“,.mmmw

thas e by ASTM memod O121,6%,
. ASTM tum
ﬁ,‘?m:ung Do o P reied
' ({Revised Uneversty Micro-
Arbor, Mi 48108,
at the Offos of u“s Fadecs
ashington, OC '

SLNW. W

eaction product .
5, W"Tx; 27814 a8 Outer »
53037-34-6) .

Sorabrorcio(.3 Oloctne, 104 & |
t Ity 1 -az0-3.7+
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Interoffice
Communication

TO:

R. D. Gamblin

FROM: T. G. Grumbles
DATE: November 2, 1990

SUBJ: PROGRESS REPORT

SDA has received encouraging news from EPA regarding the SARA
313 glycol ethers definition that now includes 1,2, and 3 mole
ethoxylates. EPA announced that the agency intends to initiate
it’s own review and modification of the definition of glycol
ethers so as to exclude ethylene oxide based surfactants. This
change in EPA’s position was evidently prompted by a change in
the EPA staffer handling this issue.

Beginning 1/1/91, all products identified as marine pollutants
will be regulated as "Environmentally Hazardous Substances" by
the IMDG Code, the hazardous material regulations for marine
shipments. Containers containing these products must display a
marine pollutant label as well. Our ethoxylates will be
affected by this rule. MJH will be investigating whether any
other products are affected.

MJIH attended a two day HMAC meeting on the International Marine
Dangerous Goods (IMDG) Code, which regulates the transport of
hazardous materials cargo by water.

TGG and MJH met with International Operations and the freight
forwarders to review domestic and international hazardous
materials transportation regulatory requirements.

—
N ove———
T. G. Grumbles
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