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"2. Name of Applicant/Notifier: BASF Corporation
3. - 'Address'; _ o B 26 Davis Dnve

Research Park Triangle, NC 27709-3528

All communications-on this matter are to be sent in
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4 Descrlptmn of the Prﬁposed Action

A - The action requested in thxs Food-Contact Notification (FCN) is to establish the clearance

| of the food-contact substance (F CS), vmyhdene chlorlde/wnyl chloride/methyl acrylate |

_ cépolymer, for use as a component of coatings applie:(_i to fruits and vegetables with inedible

i?eels, excluding §itrus fruits. The finished produét contains approximately 30% of the FCS

polymer as an aqueous dispersion. The intended technical effect of the éoating is to extend the

Sh_elf—life of fruits and vegetables by maintaining the fruits and vegetables in marketable condition
for an exténdéd period of tlme ‘This effect is accomplished by slowing the rate of oxygen uptake-

: | Aa.nd carbon dioxide rélea_se‘by the fruit. The slower respiration rate inhibits metabélism within the

o fruit and thereby increases shelf life. Th‘e FCS is intended fo remajﬁ with food up to the point of

~ ingestion, where it will be discarded as part of the inedible peel.

~ The FCS will be utilized in pattems correspondi;lg to the national population density and

ﬁll be widely distributed across the country. Therefore, it is anticipated that disposal of the FCS

will occur nationwide, with the material being land disposed or combusted; as a component of



.c‘oatings applied to ﬁts and vegetables witﬁ inedible peels (excluding citrus fruits), it is not
anticipated ﬁmt the FCS will be used in applications that will comp_éte with or displace food-
contact articles that are currently being recycled. Acco:ding to the US Enviromnentél'
- Protection Agency’s (EPA) 2005 update regarding municipal solid wastel int the United States,
54.3% of municipal solid waste generally was land disp'ésed, 13.6% was co‘mbﬁsted, and 32.1%
© was recoveréd for recycling and composwl;_ing.l There are 1o special circumstances regarding the

environment surrounding either the use or disposal of coatings prép ar_ed from the subject polymer.

5, Tdentification of Substance that Is the Subject of the Proposed Action.
The FCS that is the subject of this Notification is vinylidene dhloride/vinyl
. ch;oﬁdefmethyl aérylate COpolymef. The Chemical Abstracts Service (CAS) Registry No. for the
polymer is 28572-91-0. | - o
6 ) A In.troduction {ﬁ' -Substances into the Envirohm;ant
| ‘ U;xder 21 CFR. § 25.40(2), an environmental assesément ordiﬁaﬂly should focus on
7 réIevanfenvironrﬁentaI issues relating to the use and disposal ﬁ_‘om use, rather than the
: ] production, of FDA—regulated, articles. Moreover, inforﬁxétion_ available to the Notifier does not
: suggest that there are ény extraordinary circumstances in this case mdicrative.'df any advérsa |
. _ enviroxl.ment_a:l’impact as a—r.esult of the mapufgctu’re of the subjectr polyﬂmer. Cogsequent_ly,
iﬁfonnation on the manufacturin_g_sité and comp'li.ance with relevant emislsion.sA requifements is not
) provided here. | |
In the process whéreby the FCS is coated onto frmts and vegetéble_s, most of the ;:oating

: adheres to the fruits and vegetables, and a small amount drips off as waste. Specifically, the fruits

A Municipal Solid Waste in the United States: 2005 Facts and Figures, EPA530-R-06-011,
1J.S. Environmental Protection Agency (5305W), Washington DC, 20460, October 2006.



and vegetables move on a coﬁeeyer belt through a spray area. .'Th_e FCSis eprayed onto the fruits
and_vegetabies; as the fruits and.Vegetables fnoife forther on the conveyer to the packing r'ar,ea, the
: sp}ay_ dries and forms a coating. A smatl amounf (no more than 1%) of the spray does not depooit
~on the ﬁﬁt and instead deposits.oﬁ the conveyor belt, where it rapidly dries. This dried material
1s physically removed (scraped, brushed etc.) from the conveyor belt at the end of the packing run
. andistreated asa non-haz‘-ardous solid waste and disposed in conventional waete'treatmeot
'faoilities. Thus, the concentration of the FCS that will be introduced into the eniriron'ment.at use
- sites is likely to be low becanuse almost all of it adheres to fruits and vegetables
| Disposal by the ultimate consumer of the eoatmg produced by the sub_] ect polymer will be
: oy conventional rubbish .dlsposai and, henoe, primarily by sanitary landﬁli or incineration. Only
' ej;t[emely small amounts, if any, of the‘ polymer’s constitueots‘are expected to enter the
" environment as a resu]f of ﬂ1e lahdﬁll disposai of peels'contai.ning the coating, iﬁ light of EPA’s
fegulal;ions governing municipal solid waste landfills. EPA’s regul atione require new muﬁoipﬂ
 solid-waste landfill units and lateral expansioﬁs of existing units to have composite liners and
leachate collection systems to prevent leaoilate from enteringr ground and surface water, and to
‘have groundwater monitoring systems. 40 C.F.R. Pari 258. Although owners and operators of
ex1stmg active mumc:pal sohd waste landfilis that were constructed before October 9, 1993 are
not required to retrofit _Imers and leaehate collectlon systems, they are requlred to monitor
| groundwater end to fake corrective action as appropriate. The lack of any Ieeching is espeei_ally
‘true coﬁsidering that the subject substance is a high molecular weight i)olymer that contains only
* minute levels of ext.ractablle material even under conditions that greatly eﬁcaggerate envirom_'nental

exposure conditions.



With régard to incineration, the FCS consists pﬂﬁlarily of caﬂ:aon, hydrogen, oxygeﬁ, and
o chlorine. | With rega;d to carbc;n, hydrogen, and oxygen, these are elements that are commeonly '
) | found in municipal solid waste. With regard to chlqrinc, thi's element could pdtentialiy form'

- coinb_ustion ]ﬁro'ducts that could be toxic at levels much higher than could be present from -
. - combustion of this FCS. Based on the proposed use of the food-contact éubstancc, -fhe antiéipated
;ﬁarket volume (available in a confidential attachment to the FCN), and calcﬁlations regarding the
- ‘maximum intr;)duced levels of chlorine containing combn_stion-pr;)ducts (available in a

- confidential attachment to the FCN)? we have t:aonc}uded that the food‘-contact substahbe will
make up a very 'sméli portidn of the total municipal solid waste currently boﬁbusted, the food-
‘-contac‘l[ substance will ﬁot sigriiﬁ;:antly alter the emissions from properly operating r;iunicip&tl
soljd waste coﬁxbuétors, and incine;aﬁon of the fOod—céntact substance will not cause muﬁicipél
waste combustors to ﬂlfeaten a Violation of 'app]icéblé ermissions laws and regulations ('40 C.F.R.
Part 60 and/or relevant state and local laws). |
7. Fate of Eﬁﬂed-Spbsf&ncm in the Environment

@ Air |

No significant effects on the concentrations of and exposures fo any substances in the

. .atmosphere arc anticipated due to the proposed use of the sﬁbject_polymer. The polymer is of

K f;mgh nﬁq]ecular Weight and does not volatilize. | Thus, no significant qﬁanﬁties of any substances
will be released upon the use and disposél of coatings rﬁanufactured with the polymer.

As indicated above in i_tem. 6, the food-contact substance Wiil make up a very small
| portion of the total mu';licipa]_ solid waste cufrenﬂy combusted, the-food—bontac_t substance will

‘ot significantly alter the emissions from properly operating municipal solid waste combustors,



and hlciherationwof the fdod-cbntact sub.st'apce will not cause munis:ipﬁl waste combustors to
' th_reat_en a violation of applicable pmissions laws and re guléﬁons. .
() Water |
Norsigniﬁcan_t effects on the concentrations of and exposx%res to any substances in
freshwatcr, estuarine, or_ma.rine ecosystems are anticipated due tor the proposed use of the subject
' ijolj;mer. No sié;niﬁcaﬁt quanti'ties'of anf substance will be added to these water systems,up.on '
ithe proper ﬁ:cineratjon of the ,ﬁolymer, nor upbr_x its disposal in landfills, becauée_ no significant
'_ -'.ihtroductiqns of substances into the environment wére identified m Format Trem 6.
(© Land
Considering the factors discussed abové, no sigqiﬁc_ant effects_ on the ;:oncenuations of
" and exiaosures to any substances in terrestrial :co;systerﬁs are anticipated aé a result of the :
proposed use of the subject polﬁﬁer. In particﬁlar, the eﬁtfemely low poteﬁtial levelé of
‘maximum migratioh of components of the polymer indicate that virtually no leaching of this
. substance may be ex_pected to occuf undér-normgl environmental éonditions When the coating is
disposed. Furthermore, the very low. production of the polymer for use in coatings precludes %my
‘snbstantial release to the environment of its.components. Thus, there is no expectation of any

meaningful exposure of terrestrial organisms to the subject polymer as a result of its proposed -

Cuse.

Considering the fbregoing; we respeétﬁllly subsmit that thére isno reaSqnablé expectation
ofa signiﬁcént impact oﬁ the concentration of any substance in the environment due to the
__'proposed-use of the subject polymer, vinylidene c_:h_loridéffvinyl ciﬂo'ride/methyl acrylate
o 'c_:opqumer, as a component of coatings applied to fn.‘uts and vegetables with inedible peﬁ:}s,

excluding citrus fruits.



8 ‘Environment.al Effects Qf Reigaéed Sﬁbstances _
. As discussed prcviously, the oniy substances that may be expected to be released to the
én_viromnent ﬁpon 'thc_ use and disposal of coatings fabricated with the subj ec.t polymer consist of
_ exi;emely small quéntities of combustion products and extractables. The low Iévels expected in _
| ﬁne_ human diet from the proposed use of the subject polymér may be considered saf;a._

Based'on th_esé consideraﬁons, no adverse effec_.t on organisms in the en&oment is
-.expectéd as a result of the disposal of peels containing the polymer. In additidn, the use and
;msposal of the polymer are not expected to threaten a v101at10n of applicable laws and

: 'regulatlons e.g., EPA’s regulatxons in 40 C.F.R. Part 60 that pertam to mumclpal solld waste

_ combustors and Part 258 that pertain to landﬁﬂs

'9._' - Use of Resources and Energy

As is the case with other polymers, the produi:ﬁon, use, and disposal of the“fsubjgct'
pél_ymer involv_es the use of natural resources such as petroleum products, coal, and the like.

However, the use of ﬁe subject polymer in the fabrication of boatings is not expécted to'r_esult in

a net increase in the use of energy and resources, sincé the polyrher is intcndéd tdbe ué’ed in |
| materials that will be used in place of similar materials now on the market. Poiymers currently

~used in such applications include polyvinyl alcohol resins that are currentljr permitted forr thls use.

: The partial replacement of these types of materials by the subj ect polymer is not expected
| fo hav;é any a;iverse inipact on the use of énergy and resources. Manufactur.e of the polymer, and

.:its conve_rsic)n to finished coatings, will-cbnsume energy and resourlces in imounts compafable o

| .ﬂ;le manufacture and use of other polymers. _Mo:eover,.the. app]icé.tions thé,t are the subject of this

~ Notification are not recovered for recycling, but are disj)osed by means of landfill and



incineration. Coati_ngé produced from the subject polymer are expected to be disposed-according
-to the éame ﬁattems_ when used in piacle of carrent materials; | 7
' 19. | Mitjéation _Measures
As shown above; ﬁo significant adverse environmental i'mpécts are eipected to result from
the use and disposal of éoati_ngs fabricated 'frbm' the subject polymer. This is prifnarily due to the
' minute Ievcl% of leaching of potential migrants; the insignificant impact on é:mdronmental
- concentrations of combustion products of the polymer; and the close sﬁilﬁty of the subjgct
‘,polymer to the materials it is intended to replaﬁe. Thus, the use of the polymer as proposed is not
~ reasonably expected to reéﬁlt in any new environmental problem requiring miﬁgaﬁon measures of -
g 11 | Alternatives to the Proposed Acﬁon
" No potential adverse en;viroﬁmental effects are identified herein which would necessitate
alternative actions té that proposed in this Notification. The alternative of not approving the
¢ action pro;ﬁosed herein wéuld simply resui't in the continued use of the materials which the subject | .
_ polymer would otherwise repiace; such action Wﬁuld have no environmentﬂ impact. In view of
- the excellent gualiﬁes of the subject polymer fo-f ﬁSe in the intended application, the fact that the
po]jmer constituents are not expected Ito.enter_ the environment in more than H;inufe-quanﬁﬁes
upon the use and disposal, and the absence of any significant enﬁronmentai impact which would
result from its ﬁse, the éstaﬁlishmeht of an effective FCN to permit the use of the subject polymer
as described herein is environmentally safe in every respect.
12, I:,ist of Preparerxs
© Lester Borodinsky, Ph.D., Staff Scientist, Keller and Heckman LLP

Melvin S. Drozei:l, Partner, Keller'an_dH.eckman LLP



13. Certification

" The undersigned official certifies that the information provided herein is true, a_écurate,
- and complete to the best of his knowledge.
Date: 1 / 3D / o7 : ' ]

Melvin S. Drozen
Counsel for BASF Corporation
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